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testo 184

i3 LLIBapuBanbAay.

60 pokiB ycnixy B ranysi BUMiptoBasibHOT TEXHIKW: rnobdanbHa KOMMaHis
3 KOpiHHAM Y LLIBapuBanbii.

MpoTarom 60 pokiB kKoMnaHis TecTo Bigoma iHHOBaLiNnHUMM

BMMIpIOBaNbHUMUN pPilLEHHSAMU 3 SKICTIO «3p06NeHo B

HimeuunHi». Ak ceiToBuUi nigep y ranysi nopTaTUBHUX # S
.““\* *‘
BUMIipIOBanbHUX TEXHOJOriA, MU Aornomaraemo 6ifbll HixX ‘““-; 23 N
650 000 3amMoOBHMKaM Mo BCbOMY CBITYy 3aoljazxxyBaTu 4ac i ‘J & /" “ ol
e T 3
pecypcu, 3axuliaTti HaBKONLLHE cepenoBuLle Ta 300POB’s < ‘ »w . ‘,:) %
Nofen, a TakoXX NoKpaLllyBaTu AKiCTb ToBapiB Ta NOCHyr. "‘ y \!@”—1’

Haw wrta6-kBapTnpa 3Haxogutbcsa B MIcTi JleHUKipx B

LliBapuBanbpgi. NpoTe npotarom 6aratbox pokiB Testo ‘,,_1 /)
NOCTIHO 3pocTae, sK rnobanbHa KOMMaHis i Ha CbOrofHi

BOHa Haniyye 6nn3bko 2600 cniBpo6GiTHMKIB. 3 HawumMu [ovipHi KomnaHii

32 podipHiMm KomnaHiamum Ta noHapg 80 TOprosenbHUMU B [vctpu6’iotopu

napTtHepamun Mmun 3apas I'Ipe,D,CTaBJ'IeHi Ha BCiX KOHTUHEHTax.




Be sure.

KOHTPOJIb HA KOXXKHOMY KPOLII.

EekTuBHE BigCnigKkoByBaHHSA NpW TPaHCNOPTYBaHHI YyTAMBUX hapMaueBTUYHNX
npenapartiB.

[Mpu TpaHcnopTyBaHHI NikapCbKknx 3ac06iB HEOOXIAHO YiTKO
BU3HAYNTU FPaHUYHI 3HAYEHHSA TemnepaTtypu Ta BOMOroCTi
Ta 6e3rnepepBHO X KOHTponoBaTN. [MOpyLUEHHA rPaHUYHNX
3HayeHb MpPU3BOAUTb OO HE3BOPOTHOrO MOLUIKOOXKEHHS

aKTUBHUX PeYOBMH a6o cKnagy hapMaleBTUYHMX npenaparis.

Peectpatopu gaHux testo 184 no3sonsioTb BigcnigKoByBaTU
KOXeH eTan XxonogHoro naduytora. Jlorepn nocTinHO
KOHTPOMIOKTL TEMMNepaTypy Npu TPAHCMOPTYBaHHI Yy TINBUX
dhapmaueBTUYHUX npenapaTtie - 6yab TO TPaHCNOPTYBaHHSA
3anisHuueto, NoBiTpssM abo aBTomMobinem.

Y nNyHKTi nNpu3HadYeHHA BW 3MOXeTe LWBUAKO

NPOKOHTPOSOBATU, YN OyNn OOTPUMAaHI HaBedeHi rpaHnyHi
3Ha4veHHs. [nsa oTpymaHHs 6inblu foknagHoi iHdopmalii, Bce,
Lo BaM NOTPiIGHO 3pobuTu - Nigknto4nTn peectpartop go MK
i aBTOMaTU4HO 3aBaHTaXXnTbcs 3BIT y opmaTi PDF i3 ycima

BaXXnNnMBuMn gaHnmMun.
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dapmayeBTUYHE TpaHcnopTyBaHHA JloricTnyHum OonToBMA TpaHCcnopTyBaHHA ®diHanbHe micue:
BUPOGHULTBO LUEeHTP BUPOGHUKa npoaaselb AnTeka



testo 184

BignosigHUn npwnan
AN KOXXHOINo BMMipHOBaHHASL.

Ornapg norepis cepii 184:
MoOHITOpUHI TeMnepaTypu, BONIOIOCTi Ta yAAPHOIro HaBaHTaXKEHHS.

testo  184T1

START  STOP

2 Asarm
= Battery
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testo 184 T1
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testo 184 T2

testo  184T3
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testo 184 T3

BumiptoBaHuii napameTp Temnepatypa Temnepatypa Temnepatypa
3MiHHa 6aTapeiika - - 0
TpuBanictb po6oTun 90 pHiB* 150 pgHis* He o6mexeHa
Pecypc 6aTapeiikn - - 500 gHiB

(npn +25 °C 3 unknom Bum.15 xB.)
[ianasoH BuMiptoBaHb -35...+70 °C -35...+70°C -35...+70 °C
PosginbHa 3gaTHIiCTb 0,1°C 0,1°C 0,1°C
Moxunbka +0,5°C +0,5°C +0,5°C
Temnepatypa 36epiraHHs -55 ... +70 °C -55 ... +70 °C -55 ... +70 °C

Linkn BumiptoBaHb

1 xB — 24 rognHn

1 xB — 24 roguHn

1 XB — 24 rognHn

B6ypnosaHa nam’sTb

16 000 3Ha4eHb

40 000 3Ha4eHb

40 000 3Ha4yeHb

Knac saxucty

P67

1P67

P67

ABapiiiHa iHguKauis

ceiTnogion

cBiTnogion i aucnnen

cBiTnogion i aucnnen

Mepenaya paHux Yyeped NFC Ha
npuHTEP

ABTOMaTVN4Ha reHepadis 3BiTiB
B PDF

CepTudikar kani6pysaHHsi no
Temneparypi, SKUN BiACTeXY-
eTbca BignosigHo go ISO 17025

CepTtudikosaHuin EN 12830

CepTtudikosanuin HACCP

CywmicHuii 3 testo ComSoft CFR
21 Part 11

QOO OO
QOO O
QOO QOO

* Mpunagu testo 184 T1 i testo 184 T2 € ogHopasoBMMM Npunagamn 6e3 MoXXIMBOCTI 3aMiHW BOyA0BaHOI 6aTapeiiku.



[0 -80°C

testo 184 T4

testo 184 H1

testo 184 G1

Temnepartypa

Temnepatypa/BonoricTbe

Temnepatypa/BonoricTe/ygapHe
HaBaHTaXXeHHs

@

9

9

He o6mexeHa

He obmexeHa

He obmexxeHa

100 gHiB 500 gHiB 120 gHiB
(npu -80 °C 3 yuknom Bum.15 xB.) (npw +25 °C 3 ynknom Bum.15 xB.) (npu +25 °C 3 uuknom BrM.15 xB.)
-80... +70 °C -20 ... +70 °C, -20 ... +70 °C,
0...100% BB 0...100% BB/0..27g
0,1°C 0,1°C/0,1% BB 0,1°C/0,1% BB/0,1g

+0,8 °C (-80 ... -35,1 °C)
+0,5°C (-35 ... +70 °C)

+0,5°C(0...+70 °C)
+0,8°C(-20...0°C)
+1,8% BB + 3% Big BUM. 3Ha4. npun
+25 °C
(5...80% BB)
+0,083% BB /K (0 ... +60 °C)

+0,5°C(0...+70 °C)
+0,8°C (-20...0°C)
+1,8% BB + 3% Big BUM. 3Ha4. npun
+25°C
(5 ... 80% BB)
+0,083% BB /K (0 ... +60 °C)
+ 0,1 g + 5% Bif BUM. 3HaY.

-80 ... +70 °C

-55...+70 °C

-565 ... +70 °C

1 XB — 24 rognHn

1 xB — 24 rognHn

1 XB — 24 rognHn

40 000 3Ha4eHb

64 000 3Ha4eHb

64 000 3Ha4eHb (TemnepaTtypa i
BonoricTb) + 1 000 3Ha4eHb (yaapHe

HaBaHTaXXeHHs)
P67 IP30 IP30
cBiTnogion cBiTnogion i gucnnen cBiTnopion i aucnnen

9

@

9

@

QA Q9O

Q9

O

Be sure.



testo 184

BignoBigHa nporpama

Le igeasibHe AOMNOBHEHH4A.

MpocTi, 3py4Hi Ta IHTYITUBHO 3PO3YyMini /151 BUKOPUCTaHHSA:
nporpamun ComSoft Professional Ta ComSoft 21 CFR Part 11.

ComSoft Professional ComSoft 21 CFR Part 11

o [HTYITUBHWI iHTepdEenc [onoMoxxe 3pobmTH BCi HEOOXiLHI e CneuianbHO po3pobneHa gnsa gapmayeBTU4HOI NpomMuc-
HanawTyBaHHSA KPOK 32 KPOKOM. JIOBOCTI.

e 3pyu4Hi DyHKLUIT eKCnopTy AaHux, Hanpuknag, ons noganb- e [lipnsarae Banigauii Ta Bignosigae Bcim Bumoram FDA
woi o6pobku B Microsoft Excel, abo iHguBigyanbHi napa- (Food and Drug Administration).
METPW HanawTyBaHHSA 4151 MEHIO Ta DYHKL,iA. e Bignosigae gupekTtusi “21 CFR Part 11”, wo 6yno nig-

® Bigpo6pa>keHHs pisHNX MiCLib BUMIPIOBaHHSA Ta peecTpaTo- TBEPOXKEHO cepTudikaTom iHCTUTYTY ®payHrodepa.

piB y YiTKin CTPYKTYpi AepeBa.

= ~T

Ornap oCHOBHUX PYHKLLINA.

O6epin npasusibHe nporpamMmHe 3abe3nevyeHHst ANs BaWOro 3aBAaHHs:

ComSoft Professional ComSoft 21 CFR Part 11
0554 1704 0554 1705
34nTyBaHHA faHNX /HanawTyBaHHs norepy X X
BcTaHoBneHHs TpMBanocTi BUMIpIOBaHb | LUKy 3anncy AaHnx X X
EkcnopT ganux y .pdf aéo .csv X X
Bino6paxkeHHst aaHux y popmi Tabnuui abo rpadiky X X
CTaTUCTNYHI po3paxyHKU (MiH/MaKc Ta cepefHe 3Ha4YeHHS; NepPeBULLLEHHS rPaHuLL) X X
CTBOPEHHS (hopMyn po3paxyHKy X X
LLla6noHu 3BiTiB X X
ApxiByBaHHsi gaHnx X X
EnekTpoHHUA nignuc X
HanawTyBaHHsA npaB focTtyny Ao 3-X pPiBHIB KOPUCTyBaYiB X
AyauT BiACTeXYBaHHSA pesynbraTiB X




Be sure.

AONSA TpaHCNOpPTyBaHHSA
cdbapmaueBTUYHOI NPoAaYKLII.

Ornap Hanbinbl BaXNUBUX CTaHOAPTIB ANS TpaHCNOPTYBaHHA hapMaueBTUYHNX
npenaparis: gupekTnen BOO3, GxP, a Takox FDA 21 CFR Part 11*.

AupektuBa GxP (EU EudralLex - 2013/C 343/01)

Y perynboBaHomy cepegoBuLi GxP, o0co6nmBo BUCOKi BUMOTN
noknagarTbCs Ha ynpasniHHs skicTio. GMP a6o GLP, a Takox
ocobnueocTi BkasiBok ans GDP (Good Distribution Practice)
- BCe Ue Bigirpae Bce 6inbll BaXnmBy ponb. OucTpnbyuia €
BaXK/IMBOIO NAHKOI B NaHL03i 4oAaHOl BapTOCTi NiKapCbKnX
Ta dapmaueBTUYHUX NPOoAYyKTiB. CbOrofHiWHi Mepexi
nocTavyaHHs papmMaueBTUYHOI NPOoAYKLil cTaloTb BCe BinbLu
CKNTafHMMW, | BOHW BKJIIOHAIOTb NMOCTIHO 3pOCTatoYy KiflbKicTb
pi3HUX NocTavanbHUKIB nocnyr. BignosigHo go gupektus €C
wono GDP 3abe3nevyeTbCs KOHTPOb Hag ANCTPUOYTUBHOO
NIaHKOI Ta MOCTIMHO MOKPAaLLyeTbCA SKICTb Ta LiNiCHICTb
nikapcbknx Ta dapMaueBTUYHUX NPOAYKTIB. 3aBasku
peecTpaTtopam testo 184 BnkoHaHHsA BuUMoOr gupektusn GDP
He 6yae NnpobnemMoto ons Bac.

1SO 9001

Heob6xigHo, wo6 BCi nocTadyanbHWUKK, 3any4eHi B BUPOOHU-
YA Npouec, MOrnM NiaTBEpPOUTN 3abe3neyvYeHHs1 SAKOCTI
ix npopykuii. Testo SE & Co. KGaA wmae cepTudikatu,
o niaTBEPLXYOTb MOBHY BignosigHicTe BumMoram ISO
9001: 2008, a Takox 3abesnedye OOTPUMAHHSA LUX HOPM
LLUSIAXOM BHYTPILIHbOro ayauTy abo 3anyyYeHHsiM CTOPOHHIX
akpegutoBaHux aygutopis. ISO 9001:2008 € HanbinbL
Ba>XJIMBOIO MIXKHAPOAHO HOPMOK CUCTEM YMNpaBfiHHS
SIKICTI0, iKa BCTAHOBJIIOE HAMBULL CTaHA4aPTW AN NpoayKuii i

BUPOOGHNYMX MPOLECIB.

FDA 21 CFR Part 11

FDA 21 CFR YactuHa 11, B JopaTtky 11 3akna-

neHo ocHoswu ctaHgapty GMP B kpaiHax €C, BkasaHi ymoBu
36epiraHHA OKYMEHTIB B €N1IeKTPOHHOMY BUrNA4i 3 umdpo-
BMMU nignucamun. PeecTpatopu paHux testo 184 pasom
3 nporpamoto ComSoft CFR, wo nignsaratoTe Banigauii,
0O03BONAOTb 06MEXUTN [OCTYN AN aBTOpPM30BaHUX OCi6,
BUKOHaTW ayaunT NPOBEAEHHS BUMIpIOBaHb i3 3a3Ha4YeHHAM
yacy, a Takox 3acTtocysaTu unudpoBi nignucy BignosiaHoO 4o

Bumor 21 CFR YacTtuHa 11.

BOO3 Cepisa TexHiuHux 3BiTiB Ne 961, flogaTtok 9

Lli pekomeHpayuii Bu3Ha4YarwTb OCHOBHI BUMOIK
wopo 6e3neyHoro 36epiraHHsA Ta pPO3MNOBCHOOXKEHHSA
dapmaueBTUYHUX NPOAYKTIB, YyTAUBUX [O TemnepaTtypu Ta
yacy (TTSPP). BoHU I'pyHTYIOTbCSA Ha iCHYHOUYNX IHCTPYKLiSX
Ta pekoMeHpauifax 3 Hankpawoi NpakTuKu 3 LWUPOKOro
Kona Mi>XXHapoAHUX AXXepen, npu LboMy Hagarouyn nepesary
MicLeBOMY 3aKOHOAABCTBY i cTanHAapTam. Llinbosa ayantopis
BKJIlOYAE perynsaTopis, cnewianicTiB 3 NOricTukM Ta daxisLis
y ranysi papmaueBTU4HOI NPOMMUCNOBOCTI, YpAOM KpaiH Ta

Mi>KHapogHi areHTcTBa.

*BOOS3 - BcecBiTHs! opraHisaLlis OXOpoH/ 3[0pOB’s.

GxP (Good ... Practice) - Bu3Ha4ae uiny rpyny perynsTopHux AUpeKTuB y chapmatie-
BTUYHI NpomucnoBocTi. Hanpuknap:

GMP (Good Manufacturing Practice) -«HanexxHa Brpo6Huya npaktuka»,

GLP (Good Laboratory Practice) -<HanexxHa na6opartopHa npaktuka»,

GDP (Good Distribution Practice) -«<HanexxHa guctpubyuiiiHa npaktuka»

FDA (Food and Drug Administration) - ynpaeninHsi CLLIA 3 KOHTPOto 3a SKICTIO Xap4o-
BUX NPOAYKTIB, NIKapCbKINX NPenaparis i iH., @ TaKoXX N0 KOHTPOMIO 3a AOTPUMAHHAM
3aKoHOAABCTBA Ta CTaHAAPTIB Y Uil ranysi.

Quality Management
1ISO 9001

www.dekra-seal.com




testo 184 Be sure.

Baoannnm BuoGip
nns 6inbLwol BNeBHEeHOCTI.

PeecTtpatopu cepii testo 184 3mMoXyTb 3anNpOnNOHyBaTV BaM HACTYrMHe:

YiTka iHaukKauia aBapiiHUX curHanis
OpHoro nornagy Ha gucnnen abo
CBITNOAIOAHUN iHAMKATOP AOCTaTHBO, L6
BU3HAYNTK 41 BYNO NEPEBULLLEHHS 3aaHNX
MeX BUMIpIOBaHUX napameTpis.

testo 184 T3

MpocTuii y po6ori

Jlorrep testo 184 moxxHa BuKopucToByBaTh 6€3
rnonepeaHbOro HaB4YaHHsA: kHonka «CtapT» 3a-
nyckae sanuc gaHux, «Cton» 3ynmHse ix.

3pyyHe 34MTYBaHHSA AaHUX

Mpwu nigkntoyeHHi peecTpaTopa testo 184 go
komn’toTepa Yyepe3 USB aBTomMatnyHo reHepy-
€TbCHA 3BIT 3 4aHVMK BUMIipOBaHb B hopmari
pdf. 3BiT BignoBigae kpuTepism Tpusanoro
36epiraHHs B apxisi y ¢popmarti PDF/A.

LUBuake nigkno4YeHHs

Y koxxHoMy testo 184 3anucaHuin B nam’sTb
dann KoHirypadii, 3a [ONOMOrot iKoro pee-
cTpaTtop Bigpasy X nigknoyvaetscsa go MNK.
Hema notpebu B ycTaHOBL i 3aBaHTaXXEHHi
fApainBepis, O 03Ha4ae BiACYTHICTb
[OAATKOBUX BUTPAT.

Be3neyHe nporpamHe cepefoBuLle

Bci npunagu testo 184 nicnsa nigkntoveHHsa 0o
MK He noTpebytoTb yCTaHOBKYM Nporpam

ab0 3aBaHTaXXeHHsi apariBepis. Lle ogpasy
BUKIIIOHYa€E Npobnemu, NoB’sa3aHi 3 610KyBaHHAM
3aBaHTaXXeHb ab0 YCTaHOBOK, aHTUBIPYCHUM
M3 abo mepexxeBMM eKpaHOM.

PeanbHuin posmip npunagy.

Mignarae amiHam 6e3 nonepep)XeHHs, BKNoYayn TEXHIYHI Moaudikauii.

Ekcknto3unsHuin guctpub’totop Testo SE & Co. KGaA
TOB «J1I®OT»

Byn. MenbHukoBa, 83-g, od. 403,
Kwig, 04119,

(044) 501-40-10

vodafone (095) 111-80-10

lifecell  (063) 888-46-95
KuiscTap (097) 235-11-27
info@testo.kiev.ua




