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General requirements for the competence of testing and calibration

laboratories

19999 3”79Y DIMIPYN INNY DOV OINN .4

1976-y"5wnNn ,DPNN DN MINPDY PIN 19D DOWITIN DNYWNRND DD DY Dnvp 4.1
: DYNAN DNIYOIND NI

,DF DT PIN 295 MY MYYIN TN 71272 PT TNY O7Y NNIND PNNN 4.1.1
9NN NOND ORNNA ,1987-1/NWN ,DYIPN 1DV PIN 19D 1991-NIWnN
J7012%3°12 929 09T ©Y72IY NPOYN 12)2 MYVYIN 97¥N 9272 N8N NI

Y0P DN WINNN D YN L,DN XYY IN PIAYN IR ,AYNND TP NN .4.1.2

IN 1975-175WN 901 TIY DN PINY [WTN NDN] NDION DN NTIPS 79y NNIAVN

ANTH 319) PIMDION DY DMV PPAd NNTY 3NN XINYY BN NV XINY
901 T DN PIN 29 DN )IDY HVINY MIRPOY DY GO TIY DN HMINd

PINS DRNN2 MYNN DY DXTAY NPOYN 12T2 PT TNY MY NOINDA PI8N .4.1.3

PINDY 2016-1"YWNN L(NYW NXNM 10 1900 NPPN) DY NDY D) NMINPDY

NADID N¥NRN NDNY DRNNA,1998-NIWNN ,MIAND DY DIWIND NPT 1PNV
S5 OY DIVIN NPOYN 1272 VN8N



HNIY NIVYN
192 DD MY MY NPOON - 16072020 19910
61 799 5 1y

DIPINNN 7Y YNAND D'9PN DINVYIN NNYIN 3 VIINNY NIRYI NN HNIYS NILYN 4.2

MOIYN MYKNNI 1171 12IND IN DIDINN MY DY VITVIONN INRN AYNNIN 19INA

TN Y 7Y IN NYR MOIYNRY D9INNN DY Y2)D DIDMN MY DY ¥ 1NN
JOXIVND INNND 2AUNINMD 1IN

PN MY 4.3

MPYIIN D5 1IN P YD XTI 39902 NIND Yapn NYSIN NI TWUN WD
910 90 39902 MIYPNNN NMHPN DI TINY 9PN DIV 3991071 ¥N0NI DIWITIN
2NN 1IN ANMNN PN DY MINON) NYIN 1)) D)

D1NPIVYN DINYIN 4.4

DNYN NYIAP ,YATM NN DT TI0N OrAY MIYPNNN NDONNY NN .4.4.1

VAN APTION NN T9Y DONDIND IRIY NIVYH ININND DONPIDYN

NPOONY DXMPYN NN MYVN POYPY D YOV TIO NNTY IPNNN NONN
.AN52) YNRIND NN NMYINRD TIND N 399070 NI P2I0N

L(1P2I0N/MPYN PRTN) DNIY NIVYH PXID NONRN PAY ,NWIND NHAP DVD 4.4.2

DNYP PPV DANN IN/ DXTIVN DY MNTN NTIVN 1900 NPHY NV

Ny 952 MYOWIN NN J9TYN N 19910 NNDNI DXMPYN/PNIVN NPOIDNI 1NYLN
DMWY N N2

D9 IN/ DTN NNIDN DX IRIY MILWN PXIY PAYND 2»NNN NN .4.4.3

Y2)-9Y NN NNOONN P99N DYINA JPY NTY PHVIA NPPTA NIYY anoa

52732 NHNYN”7 NADIT GNNN NDNY DNNNA ,NPTIO NPHY Y NINND DNV
SITO NPV

TINOY ATYOND NMHONNN AN DY MYV DITAYN YD NN DXNNND NN NONN .4.4.4
YWY 0¥ TN 1YY MANNNNY NIDIA GNNNN NDNY DXRNNA DY
Pavn Y1y

IN/Y DNV DMYLN IRV RNIN DRIV NIVYN D WITIN ,PAD 10N WD .4.4.5
DOXMPYN/PAIVN NPOONA NYDD Ty NPOYN NONNN YNND 01309
.Y 30N NN

19915 Dt MM .5

nyvn 1y TPIND NV

TVINNN 0D 7 TY
MYSNN NYIND NINKD NN MORY NN NINKD TN

16:00 | 21/09/2020 MYSN NVUINT PINNRD TN




HNIY NIVYN
192 DD MY MY NPOON - 16072020 19910
61 799 6 1Y

9 DONT INA NPYY STY0AN NNYT DIPIY DR NNYYY NIV HNIY nYvwn 5.1
AUPA DYIIT IN/ NI T Mnyn XD DOWINNNN N DINNND OXTIINNN DY

SNIND NINTA IN/ NPYY

MINANI MYNY .5.2

9990 TNYY 1252 2152 N L3901 YN0ND MIVINN NINAN MINRY

IN/Y PND IR 0N IN MDD OX INA NP INA DI W YD WD I10
IN,9Y N TIPN L PT DO D INY 19907 7INDNA N1 NIRNND OX INA IRDY
DY WP INWYID VD N PYD DY PITHN 1IN0 TP INYID PID NNV
199190 NONYY ANO1 IO LYY WTINY PYY NN MDD MIVPNNM 319010
9NN MORY NMIONY NINKRD TN N0 NN 935,999 1.4 42¥0a 1PM8Ns
INXIN INA P D DY NIOND 12TD AUN» )0 IYY KD .OMNMPYY MVYpP)
IN DY2IND IRWI N XD NI TON IRSIND YNND DIPND DINDY IN NNMOY

AND DN 1P2) 19992 N9 DX P2 ,ORIY NIVWNND DI NPYW W1

PYON 90N POMDIN THONND 31NN 190N ,1I100N DY DX D10ON 19N
9901 [ ONIVN YV ,NINANN/NIRYN VYV ,NONYN NONYNN POX THDNI
DVRYT N2INDY OP 190N )NV

TNYO ,7399125 03T NI PYDIA PN TN TY MUNN DOYINNT MINY
: NN M2 YOPN NP2 H7NXITA ¥ONN

.5.2.1
.5.2.2

.5.2.3

.5.2.4

Y0 99097

NYNY o9/

TIY 9991 71701 9901 7701

UOIN HNPN DY LIVINN NN DN NINANN MYPL/NMORYY Myn
9991 P01 TI93 XN POND ININID WM O NOVNNN

.5.2.5

DN AN52 DNITYM MINANM 190N NN O WITIM NN ,PID 0N Wwnd
.DM9Y POINY INA DANWY T2 97¥2 MYN 1NN PRI DO TY9AN DYNPN

DIV 139971 0NDN DMNITY IN/ DMNPOIN IN/) DY MYYD MHIRYI IRIY NIVYNI

399910 Y0091 TI9) YN PON NI YN DD DY2»NN DN MYSN NWIND TN

,IINRD PIPY D35 ORI NIVWN MYNIN INKR LIV 19IND YITYNND WNNN NPINNI

myxnNa WWW.Mr.QoV.il namoa >nbwnnn woan 5nn v vITvPND NN

.Y 399190 NWPN

5.3

5.4

5.5



HNIY NIVYN
192 DD MY MY NPOON - 16072020 19910
61 799 7 11y

IMINNN P9DN —’2 P99

199190 NYSH HYIN .6

NINAN TN P19 DIND NDNY MY 12 WIHNY WINND DY ,NYSND HWIN BY 1 6.1

NN YW NY IUN ONH 19993 9YIND NN NYNAP 19N IIHIPIYI NIMNINY

NTY ON NIN DDONY NOTY INYNN  MYSNN NWINY YAPIY T3N3 INNDNTD
ATV TN P92 1INIYN NN TWIND NVIYND DINYT NPV 97y BITI919N

DNYWNM DINDNN YD) VINN MY ,NNADI H3 HY INYNN NN W WNNN 6.2
JYSNY 998D WY DINYIN) DIIRDN PYD Y3y DIVITIN

DINNY VNN NNN NYAT 12 OPN D2 11900 2I10DN 1) DY WSNND NIdNN 6.3

ANYLN NPINN YD MYNNINI WD
N ,NT T Y DIVWATIN DIODNN DIINDNM DINYIND ,NMNAD) DY Nysnn .6.4
NN ,WNNN NPT OVID XID NIND NOLYN LTIV IDMIDNY D IN WINNM MY TPV
NPONNY NN5Y TINDA ,/DNI9N MIN” ITN NNPIINN NIRNNN DXTIO0N
.90 41 NONDNN YOYA NI ,NDNT ININD NVNA 1 NMIPA ,MIPONT MYIOIN
499190 990m NV AN A anoa owwAab vy navynn by
DIN 9199 PNNAY 130,00 ,HN 229 LYNY) N-N DI MND NN 7DOTI9NN MAN” 91N

.08:00-17:00 Mywa (131N

NDD , 205N NIND NADN NAVYN (NINRN IN) NAVYNN DY MNNONM TN DY TN WSNN 6.5
NAYV 9901 ,0V) MYLN TP LR DI YNNI DY YA NDINDY WINN OV PN
STNNN NIPNA NYSNN NINN OWY (N2IND)

019910 NN ,5P¥Y NN MY NNNNY NIN ,0P9/9N)12 NYENN NN MY PN 6.6
SNYSNN NYIND PINNND 19910 4y Nt 1991 HY

90 NYSNY YA OYYYs 6.7

NYSN DNV DXVNINN DMPYN N DOV OND 90D PNN WSND ¥ .6.7.1
190950 (DXMIPUN N/ ©02991 52D NN Y KD N2) MPIN NYEN PPN

95 NN D0 [ PNNN NYND DNV MPY IN/A VNI DI PHa YN PN .6.7.2

M0N0 MYATO ORNNA INPAONI MDD MPDPYM MY NMOYN

Y9193 NINN MY DX NIHN ,099%N XY N9DN A99NN Y5 110NN MONONI
3919 719NN 9202 19910 999DNa

DYPa MININ HMLYN NN ONYSH NUIN 00 PITAY DOWNNY NI .6.7.3
b5 VAN NY - MYSN NYINY PINKD TINN INRY .ONVYY ©IMLAN
LAIDAN ININ NPYY MYPA IN MNNINDN

VYNOWN DY HNIY NHVWN XD NOITN YIND MDY INYNNA INNND WSNN DY .6.7.4
NYPN NTIAYY DPWIND NN DY 1IN DY THOM 1N NIYNNINI NXRD N1O7Y2
.D2WN YN PIN NN 9N NNOYHN 1NDIN DMYNIN DOWIT 1NN NOIWYN DY



HNIY NIVYN
192 DD MY MY NPOON - 16072020 19910
61 795 8 1y

15 99) 19911 SN NN PTA) PIYY INRY DAY 11D AUND WISNN NYND 6.7.5

PN NPOON) DIMPYH MAN NN PAN ,PMIRYY MAVN Y259 19001

127 XY IN/ Y75 KD 93 NIYD 53 MYynYm 1m NN DAY DY90M DIUPANNN
.1YP9MY Y099 Y5 Yy MYSN NYAPY NINTAN HY INWYI SNIN N/ 099

20799 NR9Y YINIY $¥21932 YN PHNN NYSN DNV DPNNN .6.7.6

Y900 D7YNN NYIW NPY DI .17% NYYIA PTI NN NODINA DIIWN NN L6.7.7
DYITYN NIV NYYO DRNNA NIINNN NHRNN

5110 NTIY A (7T ATAY) NTINOD YN PNND P DNRND ON DY NIPNa .6.7.8
DNNRY) NTINY YRINN 99NNN 92X ,NDIVN HNNNI O7HDN MNYI N ,PNNDN
SYSNN MYPY NAY PAYNI NP TUN NN (71

PINKRN TYINNN DY 120 TUNY 9PN XNN DT 3390 ONXIN 79y PHNN NYSN .6.7.9
D0 D)7 60-2 NIINNY N ¥IIND MYNNN MYNNN GPIN .NIYSNN NYIND
M2 9N IR PIRNT YA WINN NN NIPRA .OXTISN NNODNA
VUPANNY D95 .NYSNN NYI0IY DI NYNNN MY 9PN NIIND IN .NYNIN
MAPN DY ) N NINPND NYENN MAY MINNA D ,Ma9yn NIIND
S99NNY

NYSNY NINNI NNINNHDN NIVIN NOIN

PR 11901 INDN MDA NPV 5D MVYD PN 1D 1N 199190 NN HY Nnnb PN
IN/Y DYINDNN 4N NADIN MY P ,3I9H1 2INDDN MYIITH ONXA MIMNDN YD DIV
05 MNYY ,NHN PYHR NMMNDN IN HINA .NINN TIT Y92 X OXNY 2NON2
YNDNI NNY YNID IN/A NIWID MIMNON WIAND PMYNN WNN .AYSNN NHI0aY

.1IN2N MORY NYIND NINKRD TYINN TY 13900 TNHYD 2N52 MYPa MY 17190710

MYSNA 1Y MINH ©1INVN MND

Y WNNM MINPN TID N INDH TID D XYY 1312 1IN aWN N WNNN NYSn .6.9.1
39902 DONNYNN SYW DINYD INYND THNN NI Yap» DN D 720

TID X OINDN TIOD MYV HVIA INYNN DY DOPONI PY YNNY WINn NN .6.9.2
NN T2T2INWYLY DXPII NN TIN MNIRD DIPONT NN TN T2 PIN> PWINPN
DYPYNA YYD NYIN 272 TNON NVINNN ISP TID ITH2 ININD DXPYNN
NYSNN 2NND .OMIINN DT DY NNYT NPPWD NIPN 932 NNNY ,NONN NYNIN
IYINPN TID ININDN TIDD 1AWN» XY ,NIPN D1

TID IN PINDN TID 2WN» INYIN PN IR/ PANY 2D YDA TUNR WNN 2D WITIN .6.9.3

WA PVIMDIN NYNNNND POND INA PIYN IMND PN YN RN ONSPN

MVYPI DNXIDNN NTYY NOONNI MPN KOY NRN ,DINK DOWNN NYNNI
APond

6.8

6.9



HNIY NIVYN
192 DD MY MY NPOON - 16072020 19910
61 799 9 11y

MINDN TID DY MIYLA YN NYSND PY NYINY NYPIL PTN KD OXI1D00N NIV .6.9.4
LDYSN 999 11990 HYA IN/ NP NN NIN DN IWEPN N0 N

TNEY YN T2 TWUN INIY NI0WN DY )IMIN NPNP DN 110N 100N .6.9.5
VSN DYIN TNNY NOYW YW DN MWYY PR .T292 NYSD NV

NIND DN NaTYN 7

NIND NISIND PV NWII0 MYSND NATYN NN NN DY NTNHN NN NNONI 7.1

2>00PV DYPRY DMK NIY 15% SY NPV FP00PV NN MY 50% SV NYwAI

1995 — wnn L(NIND DININ NYTYN)  DXIONT NN NNPNI ONITHIND
(7Mpnn:oNS)

YNV 1P ND NIN YIND NIXIN NOTYN MO Y810 N 39902 NI NN D WITY 7.2
1IN TUN) YINIW IMINRY NN 0T D9Y IN D7INY NOT DN DIVIIFN NINM NN PAYNY
NN DININ NATYN NN DY 0)PIVIPY NNY

9N NNPNA MIAPD DNNNA NN MNIND N9TYNIN 7.3
SINYSND W8N GIN ,NTYNN NYAPY ONIND 7.4

019 939 DA NYSNN PN PINIWI 1IN PN MWW 1272 NINSN .7.4.1
; INYSNa

.25 NODID YIMIDMI PPNY GNNNN NDND ORNNA N NOR .7.4.2

TOERYY TPAN 7D ,2ND NIMN AR AV NIND NININ NOTYN MDA NOT IWR W8N 7.5
NPOAN NN JIPYO QNI MINIAN MY DX VOND INIIN NN DNPY INMIT NN HLIY
Ny MIYPNNN

.D9TYN 9 92PY KD NN NMYIRD NN GIN ROW WND W8N A0 NV 7.6

NYNNT 998D YWY DINYWINY 029101 .8

: DMTPINN DINRINA NYSNN NTHRY DNIN TNSY 8.1

ONYNNM 3.1 PYDI VNN OTPIIN PNIN INTNY 1272 WYINPND NINSN .8.1.1
.17 N9DID GMNNNN NDNA ,NYXIND NI VINIYW DIVIYN PIND NAIN MDD

MNND NYNIIN NIV VIOV DIVIVD PIND NN 2107 1272 WSND Ve .8.1.2
.2 NADID NAMNNNM NYAVIAY 3.1 PYDI

INND NYXIMIN NIIYN )IN 5S¢ DYNIN PN WNNN HY INYN H271 IR .8.1.3
. 3.2 Pypa

217 NIIN - 1SO 13485 1PN 190 NYXIIN NN 1IN DY NONON NTyn  .8.1.4
.3.3 PYDA NN MNINT TPNI MON



HNIY NIVYN
192 DD MY MY NPOON - 16072020 19910
61 7991 10 1y

Medical devices - Quality management systems - Requirements for regulatory
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Appendix C-1 to Tender 160/2020 section 3.1

Manufacturer’s declaration regarding the Prerequisite condition of commercial
turnover.

Declaration letter — (to be printed on the manufacturer’s official letterhead)

Name and surname: , Passport No: ,

Country: , Company name:

Job Description:

As an authorized signatory of the abovementioned company, after being warned that I

must state the truth or be liable to penalties under the law, I hereby declare that:

Our company, the manufacturer of the bidden Oral fluid Drug Test Kit for this tender,
1s an off the shelf product and is currently used by law enforcement authorities at least
during the years 2018 and 2019, and at least in one of the following countries: U.S.A,
Canada, France, UK , Germany, Spain, Netherland, Australia and New Zealand.

by the manufacturer.

Full name (Authorized Signatory) Signature & Stamp Date
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/N NaV)

: MPOVOVVLY NNNVONN XY MITIN

: (ng/ml) - (Cutoffy wamanonqo .1
299 1NON NN 12 PN DD HY OIPPI N LN
(Y2210 N HINN) Sensitivity .2
Measures the proportion of actual positives that are correctly identified as N
such
Sensitivity = True Positive/All Positive .2
(Y211 NYYw NN) Specificity .3
Measures the proportion of actual negatives that are correctly identified N
as such

Specificity = True negative/All Negative .2



