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P90 DNYY DMTONN NMMPON MNPV [2];1.1.2011 RN WD DNV 3
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ADYON N

MY DY DIYIND DY TWANND NDNIEN INN 114
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2170 PIN NIRINA T INSNN INRY XTND
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9913 T YT-DY AN 9PN 10TV L, NNINNRD ININTNNA 1SO 9001
ININDI IN ORI
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MIOON DNVIN NOIYN NAYMHD NIINHY NIYNNDA T NAD) NONI I NINSN 14.3
NP2 (incoming inspection) NYapP NNPra5 (Quality Assurance Management System)
MPY NMSN12 5190 (final inspection) N0 NP2 (in-process inspection) >N
D»OTIN OMYPY DY NP (complaints handling and vigilance ) NWAY NYTIM
DYNINN DXPNYN YINN NINSNY 98D ¥ N NIPNR2A (control of engineering changes )

JON 9 NNY (working procedures) NY2NN Y9N3 YW

TON NNONA PRI NNAD IRV ,DOVOW DINYIRD NN NONNDND NI PRY WS 14.4
MDD NN PAD YNNI 1A NINAN MONY

Y QD ONINA DMININN NTHY NN YR MO DX INYYY I PN ,Mpn Yo 14.5
N PYD MYITA NRY NN2IN TNEY TPNNSY NPT MYSHNI

11 DINAPN DN HY 19902 MONNYAY DTPIN MNIN : DINIPN DXININD NPN MYIIT

TAVR/NN IR INOVINT G0N I DY IPANNY IMON ,D°9PN) DOPN DINUIN IOV
POYPND TINNRI INA 27DIND NPPNN MYAITI INDHRY DY DXDYNRN (NINDIN/THOMN
2PN VNAND

Establishment - 27092 FDA -1 DY DMNMN NN DWW NYON [R] :27H9N 15.1
YND2) NONOIN NTIVN NN [2] -1 ; FDA CFR 807 95 Registration and Device Listing
270N NYPNN MYIITA NTRY DY DYNRN 1IN DY DTN NIYTIR 9N
: NPONYN ML >2)D DNPN (Consensus Standards)
IEC 60601-2-52 Edition 1.0 2009-12 ypn  .N
ES60601-1:2005/(R)2012 and A1:2012 ypn .2
Edition 4.0 2014-02 IEC 60601-1-2 W IEC 60601-1-2:2007/(R)2012 ypn )

JIN

TOINRYPNN NDVPITN 29D (Declaration of Conformity) YI8> NANSN [K] :A9IN 152
.2017/745 (MDR) X199 7WO12 P89N IN 93/42/EEC (MDD) N9 MUONnD

1IN DY NTAYA NYTIN DN ONYY NONOM NTIYN NN [2] -)
(Harmonized Standards ) N9y1°NXa NYPNN MYIITA NTDRY DY DyNn
:NPYNRYN MVIN 12D ONPN

EN 60601-2-52:2010/AC:2011 ypn .N

EN 60601-1:2006/A1:2013 \pn A

EN 60601-1-2:2015 \pn 2
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IN/Y DX2PNN DOONRIY DNIPN N

N9 1PNA NYPNN ,(Consensus Standards) 270982 NPPNN IO OPINNK ONPN .2
2y 950w (Harmonized Standards )

ISO »pn W IEC »pn 0Na mNIND» NYPn .)

DMIPN NN DMIXIN NIY DX 1123 YD 15.3 PYO : 1D 16.3

J7AN ©PI9] DWW
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AXINIY I IMIPHN NI IN DINIAPH DN DY 171902 MONNYNY DTPI NN 17.2
YN QYN NPNIN 29D 97NN DRI DYDY NYPA NYNN IX NN DP9 DY)
DINIIN TIVND ONRIDI
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NV AN N”’O 15 DY Clearance-N TIN .1.2
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ND 119010
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8 (7.5) 24V ©01 5y D112 VOV DYIN 4.2
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PN : DOPWV
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Ypwn 135 M3y — Hi-Low+ Full Fowler 599nwn hviny mpr1a 091390 11394

72 INVP -

1NN ONT

$NVMNN I

$YINNN OV

— 2 RNMYN 1Y AWINN DOPIVNN 11NN

. meanGrade
finalGrade = ——— - Score
max Grade
—IWUND
90N HOPIWNN YOS NN INON - finalGrade
.DPTIAN PN YNINND TN AN AN - meanGrade
5 - YYNDIOPNN NN NN AN - max Grade
9N MTIPY NDAV 9D DIRNNN TIPNIN NN IS - Score
9D NP2
nvav
YN DNTH PN M9y N
MNP
MO'N
g NN PYPIOVIPNI NN .1
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991Y (3) 71 N9D)
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YSHIN DITN 22XD VIV 90 *NIN DYNRVYN NV -9V DINM
MNXIND OXNNA VIN v VD
1NVN NN .1
90 NN (0792 2N 8D X)) 85+ 93 cm : Y¥N AN .1.1
90 NN (0702 TN PINY X)) 220 <210 cm : YSHN TN 1.2
VAN DY NPNNIN NN MTN PN N) .1.3
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(OrPa PIND NI) NVINN DV IINY SPwn 1.4
Full) ©P5N NY2INND MWY NPIY NVIRN YN DY 1.5
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90 NI (P70 TN PN N) YWD .1.5.1
90 "N (0702 TN PN N) (1awd) PNNN D ywn  .1.5.2
90 PN (0702 TN PINY N) DO Mywn  .1.5.3
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MNXINY OXRNN2 VLIN v VD

90 NI

YIYN NV D290 DI
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oV MNHNNNN NNONM NANIN PA NN DY 1.7.1
5y ,1N9Y 15 cm N2M2A NPNY (Clearance) NVNIN
NN TN NDND IWIND TN
10N
40 -1 T OINNDIIND YN NN DY MVIID
370 40 NN TTHI NNIND 07D
70 40 HYN HOHNDIOND YNN NAN DY NIVIID
DONDIPNN YNNN NN XD DTN

9 SN

TN NI (97D 15) DTIPN Pyoa Mmwn - .1.7.2
M) MYNIN P2 NOHN

NN0NY NOMIN NYI NP NVNN YN DY 1.8
51y VIN MIVYNL(DMVDYY DI NDN NHY) NVIIN
NY NI HOYON GUND ,MNSD 173 552 DN
GPYOI VNN 29T IN 5 x 15 cm -N DN
NYINIVINN MY

. IMNI TVONIND YOPIAN YN V1IN NVIDN YNNI 1.9

90 *Nan

MYNINA,NOMIN TS YN PN »O!N .1.10
M99

90 SN

NN POPION YN MIAN NVINPN 9N .1.11
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D) DI DPON NINDNY

90 NI
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0
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YN NVINN YV HYNRYUNA 1N NIYWN DDA YY 2.3
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90 SN
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90 NN
D7D 12 — PNIVIN DY YONRNDININ NN : NIYN
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90 )N
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90 NI
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2.5-1 MN9 XY DN NNOTN *AHV P2 DPNIND .4.6
90 NI
(MYMPN) NVNYD NNSTN 12 28N N'D
VIR NN DY MDY NNITN ONN PIXO N) 4.7
DTN NNIN NYA P12
MYNIND - NVINN YT MW NTIN MNAT NV .4.8
90 )N
moYImI
DNN T NITYA NINO/NNND MIN MNST .4.9
1289 XI) XY OIMTIN XY DMWY NS NNaTH Dy.4.10
( DINMPN NVYNNND 1IN
:NVNN TN .S
Tente, : DN NAXINND NPND NV MDY DY .5.1
(1289 N)) 7Y MV X Rombus, Colson, Steinco
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Trendelenburg / Reverse TrendelenburgnNoyo
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33% Y95
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b
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Y2V, IINN N PIXY NI
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PPN Y DIDD NINYN NODY
PIXY NI) NNVAINY NNNA OMNY .9.5.2
(M2nN 19IN
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33% Y915
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MASY NN (Onwn 29 1PN AH ,
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129N MIIIN Ny NVMN NN MPY NN .9.15
600 ,NVONN P19 510N NPTN NN
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NN IPIN - DIPH NN A
- NP PN 09NN VI
NYDY NAY Y2 nYa
ALGYA]

235 1O87) NVINN DY NPINYN NPSPND D”ONYN DOYNH .1

(77952 Y10

700 Hi-Lo ynn 1.1

630 D MYwNn ynn 1.2
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1,600 DO 4+ ) NWYYHN —ANWN YN 1.4
1,200 DWINN YV TIPa NP .2
280 MNYN 5D NVIN DAY .3
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110 (VD) T AT (IXND) NPV N .5
150 TS ITY O I .6
150 TSI navn L7
540 \Y 0T WY MDY IHPNONN NNON DY YR .8
540 YOOI PON NVYY NIDY IHPNONN NNON DY YR .9
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(2.2.2) . PYPWN Hi- Lo nYws .2.1
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9 5 N57¥N1 NYPN NYA 23 MYYN NTNNIPNI NN .8
plalaty
100 S0 .9
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» mmvp Hi-Low+ Full Fowler 1998 n%9nwn A1Y1nY mprta 91990 11994

$NVNN DN
1NVINN 1IN
$YINNN OV

— 3 AINNWYN 29D AWIND DOPIVNN NN

. meanGrade
finalGrade = ——— - Score
max Grade
—IWUND
DMON HOPIVNN PN NN INOA - finalGrade
.DYPTIAN PN YXINNT VPN NN IO - meanGrade
5 - YINDIOPNIN NN NN NN - max Grade
M2 MTIPI NHAV 295 DINNNDN TIPIN NN IO - Score
05 VIV mMIyn 998 9D TP | y8Hmn Y NN
YHNN DYTN Yomwn nvav 12
Y M o'pMan
1 ANNWYN MIN
10 noMN PYVo VPN NN .1
19237 NONNY
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7 90 8 12 e .
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991Y (4) 71 N9D)

1 1399909 - 1999 Hi-Low+ Full Fowler nYnwn H1vY 199N

0999 IVWINDY 1253 D90 DIIPNI POIDN NI NV :HIYN

230V V991 .N

YN DI 22)ND VIO

MNXIND OXNNA VIN v VD

90 NI

NUNYN NV ~000 DINM

0N N1 .1

90 SN

(172 2M" XY X)) 85 + 93 cm : YN AN 1.1

90 SN
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: (Fowler
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: NI 90N SNINN DY IN YIND DY

NN SPIAIRD STNN DY IN IV PPN YNNI OV

: DININ DINIIY YNNI NMYWIN NDI INY DWNND DNPNNY

l, ,the undersigned, am the authorized signatory for

I hereby confirm that the following products were not banned from use due to safety
reasons during the last two years from the last date for submitting the proposals to the
Tender No.

akrowbdeE

Name of manufacturer or owner of the brand:

Registered No.:

Name of the signatory:

Roll of signatory at the manufacturer or owner of the brand:

Date:

Signature:
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NVYN XD DN YN TN PINA DOYAPN DIWNIYD 71798 7PN YD) NPRD NN DD DY 7D YNINNIINY
S YAPOTI AN N/PNNN LD

NV PINN DY OINND ("IN 2 PNY) YTy DY PTO ONONDIN N .1

NPAYNY 6972019 701 99192 ("WNNNY :ONY)

SV INYSNDY NoMINa

2 19N9) ;T DIPIY PWAND ATIND MaY DO MYANN DY DIYVIN NYa¥NY 0I9IM

(v onny

Quality Management ) M2°X NNVIAN NIIVN DYMN INIY NN IWUNRND N .2

NP2 (in process inspection ) TPONN NNPA2 ,(incoming inspection ) NY2P NNPAY (System
complaints handling and ) DMWY YN MPY NMdNa )90 (final inspection) P90
.(control of engineering changes) D»DTNN DY DY NP (vigilance

(7998 979 MOV MNYAV POINY Y) DITM HMHNN OV

JUN 02999705 (working procedures)NIayn MNNN DY OIIVINGD DIPNYN NNTA 9NN .3

NN DYOTOIPINN 1DIMONOINN T PNY I .4

NN NPNN
R
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Declaration of Quality -m9’x nNVAN NI9YN B8P NINNN —(2) ’F NAD)

Assurence

DTNV 1INRY 71987 37y RIS ST N

Tender # 6972019

I (full_name and position) hereby declare that

(full_company name and address) implements a

Quality Management System at our premises for:

- Incoming inspection

- In process inspection

- Final Inspection

- complaints handling and vigilance

- Control of engineering changes

Attached are the approved signed copies of the work instructions, related to the quality

processes described herein.

Date full name and position Company name and stamp
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