Bidder Name - Sysmed Exim Pvt. Ltd.

Tender No. BMSIC/2022-2023/ME-292 _ Annexure 1 (Dental

Option 1 Option 2 Option 3
SL  (Department Name of Qty Item to
N. Equpment be
Quoted/
Complime
ntary
Item
1 | DEPARTMENT Dental chair 34 |ltem to be| CONFIDENT MEENAKSHI| Submitted | 726-728 |ot Applicabl| 1.USFDA or 1SO 13485 - Not Alliage S/A | S300 Not Applicable| 1.USFDA or Declaration  |Not Not Not Not Not Not Not Not Not
OF and unit Quoted Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PROSTHODONTI from notified body |submitted from notified submitted on
CS AND CROWN or BIS from CDSCO | 1026- body or BIS from |pg no 1165-
AND BRIDEGE approved CBsor  |1030. CDSCO approved |1166
1SO 13485 from CBs or ISO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
IEC-60601/1S- safety IEC-
13450. 60601/15-13450.
2 DEPARTMENT | Extra oral and 4 Item to be| CONFIDENT|IOEOT CD 07 Submitted 728 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditach Pvt Ltd [Submittec| Not 130 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
OF intra oral tracer Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PROSTHODONTI
CS AND CROWN
AND BRIDEGE
3 | DEPARTMENT | Dewaxingunit | 2 |Itemto be|CarloDe |Zeus2 Submitted 728 |ot Applicabl| Not Applicable Not Applicd Not CONFIDENT|LABO-31 |Submittec Not 131 Not Applicable | Not Applicabl{Not Anand AMPRO  |Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
OF Quoted applicable Applicable |Mediproduc|Dewaxing Applicable
PROSTHODONTI ts Unit
CS AND CROWN
AND BRIDEGE
4 DEPARTMENT | Semi adjustable 4 Item to be Bio Art A7 Plus Submitted 728 ot Applicabl| Not Applicable Not Applic{ Not Anand/Cori |Cori Dent Not 132 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
OF articulator Quoted applicable |dent CSA 400 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PROSTHODONT!
CS AND CROWN
AND BRIDEGE
5 | DEPARTMENT Curing unit 2 Item to be|Carlo De  |FP 36 Submitted 728 ot Applicabl| Not Applicable Not Applic{ Not CONFIDENT |Labo 61 Not 133 Not Applicable [ Not Applicabl|Not Anand/Dent|Photopol ~ [Submitted |Not Submitt|On pg 233-Z Not Applicab| Not Applica| Not
OF Quoted applicable Applicable |al Farm Pro Applicable
PROSTHODONTI
CS AND CROWN
AND BRIDEGE
6 DEPARTMENT Dental 1 Item to be|BEGO Fornax T |Submitted| 728-729 |ot Applicabl|US FDA/EU Declaratio |Not vop LC CAST Not 134 US FDA/EU Not Submitte( Declaration | Anand/UGI |Ducatron |Submitted |Not Submitt|On pg 233-2 US FDA/EU | Not Submiti| Declaration
OF induction Quoted CE(Issued by nof applicable 600 T CE(Issued by of N Quattro CE(Issued by of
PROSTHODONTI | casting Machine notified body)/BIS | Conformit notified conformity notified conformity
€S AND CROWN approved v -986 body)/BIS on pgno body)/BIS onpgno
AND BRIDEGE approved 277 approved 303
7 | DEPARTMENT | Wax burn out 1 |ltemtobe| CarloDe |Zeus1 Submitted 729 ot Applicabl Not Applicable Not Applicg Not CONFIDENT |LABO 31 Not 135 Not Applicable | Not Applicabl{Not Anand/UGI |PC-30 Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
OF furnace Quoted applicable Applicable [N Applicable
PROSTHODONTI
CS AND CROWN
AND BRIDEGE
8 DEPARTMENT Pre Heating 1 Item to be| Carlo De |Zeus1 Submitted | 729-730 |ot Applicabl| US FDA/EU Not Submit| Declaration [CONFIDENT LABO 31 Not 136 US FDA/EU Not Submitte| Not Anand/UGI |Programix- |Submitted |Not Submitt|On pg 233-2US FDA/EU |Not Submiti| Declaration
OF furnace Quoted CE(Issued by of CE(Issued by i N 50 CE(Issued by of
PROSTHODONTI notified body)/BIS conformity notified notified conformity
CS AND CROWN approved on pgno body)/BIS body)/BIS on pgno
AND BRIDEGE 270 approved approved 304
9 | DEPARTMENT | Surveying Unit 1 |item to be|Bio Art B2 Submitted 730 ot Applicabl Not Applicable Not Applicg Not Anand AMPRO-SU Not 137 Not Applicable | Not Applicabl{ Not Not Not Not Not Not Not Not Not
OF Quoted applicable  |Mediprodu |75 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PROSTHODONTI cts Pvt Ltd
CS AND CROWN
AND BRIDEGE
10 | DEPARTMENT | Heavy duty 4 |Item to be|Confident |MIGHTTY |Submitted 730 ot Applicabl Not Applicable Not Applicg Not NSK Ultimate XL 931 Not Applicable| Not Applicable | Not Applicabl{Not Micro Nx Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
OF Hand piece Lab Quoted applicable Applicable |Korea Applicable
PROSTHODONTI
CS AND CROWN
AND BRIDEGE
11 | DEPARTMENT Autoclave 2 Item to be|Confident |Steriline + |Submitted 730 ot Applicabl| electrical safety Not Submit|IEC Pg 271 Runyes SEA23 L 932 Not Applicable|electrical safety |Not Submitte(Eurropean |Not Not Not Not Not Not Not Not
OF Quoted 1EC-60601/1S-13450 IEC-60601/1S- ce (NbNo |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PROSTHODONTI 13450 0123) Pg
CS AND CROWN no 283-286

AND BRIDEGE
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12 | DEPARTMENT | Needle Burner 2 Item to be| CONFIDENT CME-24 Submitted | 730-731 |ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO- Not 138 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
OF with Syring Quoted applicable | Mediprodu |NC12 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PROSTHODONTI Cutter cts Pvt Ltd
CS AND CROWN
AND BRIDEGE
13 LAB Plaster 22 |(Item to be| CONFIDENT/LABO-19 Submitted 731 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO PD |Submittec| Not Submitted 139 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
dispenser Quoted applicable | Mediprodu |48 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts Pvt Ltd
14 LAB Model trimmer | 2 |Item to be| CONFIDENT|LABO-23  |Submitted 731 |ot Applicabl| Not Applicable Not Applicd Not Anand AMPRO ubmitted Not 140 Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
with Quoted applicable |Mediprodu |MT-02 C Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Carborandum cts Pvt Ltd
disc
15 LAB Model trimmer 2 Item to be| CONFIDENT LABO-24 Submitted 731 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO Submittec| Not Submitted 141 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
with Diamond Quoted applicable | Mediprodu |MT-01 D Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
disc cts Pvt Ltd
16 LAB Acrylier 3 [item to be| CONFIDENTLABO-38 | Submitted| 731-731 |ot Applicabl| Not Applicable Not Applicd Not Anand/Den | Thermopol | Submittec| Not 142 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable |tal Farm  |Large Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
17 LAB. Lathe 2 |itemtobe|CarloDe |MAP 2 Submitted 732 |ot Applicabl Not Applicable Not Applic{ Not CONFIDENT|LABO 21  |Submitted| Not 143 Not Applicable | Not Applicabl|Not Anand AMPRO  |Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
Quoted applicable Applicable |Mediproduc |Lathe Applicable
ts Pvt Ltd
18 LAB Flask Press 4 Item to be | CONFIDENT| LABO 41 Submitted 732 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO ubmittec] Not 144 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Quoted applicable  |Mediprodu |Hydraulic Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ctsPvt Ltd |Flask Press
19 LAB Deflasking unit | 4 |Item to be| CONFIDENT| LABO 64  |Submitted 732 |ot Applicabl| Not Applicable Not Applic] Not Anand AMPRO DU |Submittec Not Submitted 145 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Quoted applicable | Mediprodu |37 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts Pvt Ltd
20 LAB. Dewaxing unit 3 |itemto be|CarloDe [zEUS2 Submitted 732 |ot Applicabl Not Applicable Not Applicg Not CONFIDENT|LABO 31  |Submitted| Not 146 Not Applicable | Not Applicabl{ Not Anand AMPRO DU |Submitted |Not Submitt|On pg 233-Z| Not Applicab| Not Applica| Not
Quoted applicable Applicable |Mediproduc|38 Applicable
ts Pvt Ltd
21 LAB. Hydraulicpress| 3 [item to be|Carlo De |719/00 Submitted 732 |ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO ubmittec] Not 147 Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
Quoted applicable  |Mediprodu |Hydraulic Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ctsPvt Ltd |Flask Press
22 LAB Mechanical 2 |item to be|CONFIDENT|LABO-41  |Submitted 732 |ot Applicabl| Not Applicable Not Applic] Not Anand AMPRO  |Submitted Not Submitted 148 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Press Quoted applicable | Mediprodu |MP 42 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts Pvt Ltd
23 LAB Vacuummixing| 1 [itemtobe|CarloDe [Mx 4T Submitted 732 |ot Applicabl| Not Applicable Not Applic] Not CONFIDENT|LABO 14  [Submittec| Not 149 Not Applicable | Not Applicabl{Not Anand AMPROMIix | Submitted |Not Submitt|On pg 233-Z| Not Applicab| Not Applica| Not
machine Quoted applicable Applicable |Mediproduc |er Bench Applicable
ts Pvt Ltd Stand
24 LAB Curing pressur 1 Item to be| CONFIDENT|LABO 66 Submitted | 732-733 |ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 150 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Pot Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
25 LAB Hot water 2 [item to be|CONFIDENT| HWS CD 00{Submitted 733 |ot Applicabl| Not Applicable Not Applic] Not Divine Meditech ubmittec] Not 151 Not Applicable | Not Applicabl{ Not Not Not Not Not Not Not Not Not
sterilier Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
26 LAB Geyser 2 Item to be| CONFIDENT|GY CD 25L  |Submitted 733 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 152 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
27 LAB Phantom head 50 |Item to be| CONFIDENT| C 125A Submitted 733 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 153 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
28 LAB Pre clinical 10 |Item to be| CONFIDENT| C 84A Submitted 734 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 154 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
working table Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
with gas
connection &
burner
29 | CERAMIC AND Plaster 2 Item to be| CONFIDENT|LABO-19 Submitted 734 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO PD |Submittec| Not 156 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Dispenser Quoted applicable |Mediprodu |48 Applicable [Applicable pp| pp| pp| pp| pplicabl pplicabl pplicabl
LABORATORY cts Pt Ltd
30 | CERAMICAND | Duplicator 1 |ltem to be|BEGO Gelovit 200 |Submitted 734 ot Applicabl Not Applicable Not Applicg Not CONFIDENT |Labo 67 Not 157 Not Applicable | Not Applicabl{Not Anand/UGI |Ducagel ZI |Submitted |Not Submitt|On pg 233-[ Not Applicab| Not Applica| Not
CAST PARTIAL Quoted applicable Applicable [N Applicable
LABORATORY
31 | CERAMICAND | Pindex System 1 Item to be| CONFIDENT| LABO 11 Submitted 734 ot Applicabl| Not Applicable Not Applic{ Not Anand/Den |ED laser Not 158 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted applicable |tal Farm Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY
32 | CERAMIC AND Circular Saw 1 Item to be|VOP SP 100 Submitted | 734-735 |ot Applicabl| Not Applicable Not Applic{ Not CONFIDENT |LABO 17 Not 159 Not Applicable [ Not Applicabl|Not Anand/UGI |CUT Submitted |Not Submitt|On pg 233-Z Not Applicab| Not Applica Not
CAST PARTIAL Quoted applicable Applicable [N Applicable
LABORATORY
33 | CERAMIC AND Burn Out 1 |ltemtobe|CarloDe |ZEUS1 Submitted 735 |ot Applicabl Not Applicable Not Applicg Not CONFIDENT |LABO 31 Not 160 Not Applicable | Not Applicabl{Not Anand/UGI |PC-30 Submitted |Not Submitt| On pg 233-2 Not Applicab| Not Applica| Not
CAST PARTIAL furnace Quoted applicable Applicable [N Applicable
LABORATORY
34 | CERAMICAND | Sand blasting 1 Item to be| CONFIDENT|LABO 16 Submitted | 735-736 |ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO SB |Submittec| Not Submitted 161 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
CAST PARTIAL Machine Quoted applicable  |Mediprodu |40 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY cts Pvt Ltd
35 | CERAMICAND | Electro Polisher 1 Item to be | CONFIDENT| LABO-68 Submitted 736 ot Applicabl| Not Applicable Not Applic{ Not Anand/UGI |Integral 2 |Submittec| Not 162 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted applicable [N Applicable [Applicable |Applicable |Applicable |Applicable [Applicable [Applicable |Applicable |Applicable
LABORATORY
36 | CERAMIC AND | Model trimmer 1 Item to be | CONFIDENT| LABO-23 Submitted 736 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO ubmittec] Not 163 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL | with Carbodium Quoted applicable |Mediprodu |MT-02 C Applicable [Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable
LABORATORY disc cts Pvt Ltd
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37 | CERAMICAND | Model trimmer 1 Item to be| CONFIDENT LABO-24 Submitted 736 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO Not 164 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
CAST PARTIAL | with Diamond Quoted applicable  |Mediprodu |MT-01 D Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY disc cts Pvt Ltd
38 | CERAMIC AND Induction 1 |Item to be|BEGO Fornax T |Submitted 736 ot Applicabl| US FDA/EU Declaratio |Not VOP LC CAST ubmittec] Not 165 US FDA/EU Not Submitte( Declaration | Anand/UGI |Ducatron |Submitted |[Not Submitt|On pg 233-2 US FDA/EU |Not Submiti Declaration
CAST PARTIAL |casting machine Quoted CE(Issued by nof applicable 600 T CE(Issued by of N Quattro CE(Issued by of
LABORATORY notified body)/BIS | Conformit notified conformity notified conformity
approved y -986 body)/BIS on pg no body)/BIS on pg no
approved 277 approved 303
39 | CERAMICAND | Programmable 1 Item to be|VOP E-20 Submitted 737 ot Applicabl| Not Applicable Not Applic{ Not Anand/UGI [EON 200 |Submittec| Not Submitted 166 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
CAST PARTIAL Porcelian Quoted applicable [N Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY furnace with
vacuum pump
and instrument
&material kit
40 | CERAMICAND | Spot welder 1 |item to be|CONFIDENT/CME 130 |Submitted 737 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec] Not 167 Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
CAST PARTIAL | with soldering Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY attachmelent
and cab
41 | CERAMICAND | Vacuum mixing 1 Item to be|Carlo De  |MX 4T Submitted 737 ot Applicabl| Not Applicable Not Applic{ Not CONFIDENT|LABO 14  |Submittec| Not Submitted 168 Not Applicable [ Not Applicabl|Not Anand AMPRO Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
CAST PARTIAL machine Quoted applicable Applicable |Mediproduc |Mixer Applicable
LABORATORY ts Pvt Ltd Bench
Stand
42 | CERAMICAND | Steam Cleaner 1 |item to be|CONFIDENT|LABO-18  |Submitted 737 ot Applicabl Not Applicable Not Applic{ Not Anand/Den |Hydrovap |Submittec Not 169 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted applicable |tal Farm Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY
43 | CERAMICAND |spindle grinder 1 |item to be|CONFIDENT[LABO-15  |Submitted 738 ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO SG |Submittec| Not 170 Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
CAST PARTIAL |24,000 RPM and Quoted applicable | Mediprodu |64 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY |Vacuum pump cts Pvt Ltd
44 | CERAMICAND | Wax Heater 1 |item to be|CONFIDENT| WH-CDO004 |Submitted 738 |ot Applicabl| Not Applicable Not Applic] Not Anand/Den |Hotwax 4 |Submittec| Not Submitted 171 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted applicable | tal Farm Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY
45 | CERAMICAND | Wax Carver 1 |item to be|CONFIDENTWC CD 001 |Submitted 738 |ot Applicabl| Not Applicable Not Applic] Not Divine Meditech  |Submittec| Not Submitted 172 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY
46 | CERAMICAND |Curing Pressure| 1 |Item to be| CONFIDENT| LABO-66 |Submitted 738 |ot Applicabl| Not Applicable Not Applic] Not Anand/Den |Photopol ~ [Submittec| Not Submitted 173 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Pot Quoted applicable [tal Farm  |Pro Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY
47 | CERAMICAND |Milling Machine 1 Item to be|Bio Art 1000N Submitted | 738-739 |ot Applicabl| US FDA/EU Not Submit| Declaration Divine Meditech Not 174 US FDA/EU Not Submitte| Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted CE(Issued by of CE(Issued by Submitted |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY notified body)/BIS conformity notified
approved on pg no body)/BIS
272-275 approved
48 | CERAMICAND | Heavy duty 1 |ltemto be|CarloDe [355/00 Submitted 739 |ot Applicabl Not Applicable Not Applic{ Not Anand/Den [Shine ubmittec| Not 175 Not Applicable | Not Applicabl{ Not Not Not Not Not Not Not Not Not
CAST PARTIAL | lathe with Quoted applicable |tal Farm Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY suction
49 | CERAMIC AND Pre Heating 1 Item to be|Carlo De  |ZEUS 1 Submitted 739 ot Applicabl| US FDA/EU Not Submit| Declaration {CONFIDENT [LABO 31 ubmittec| Not 176 US FDA/EU Not Submitte( Not Anand/UGI |Programix- |Submitted |Not Submitt|On pg 233-2US FDA/EU |Not Submiti| Declaration
CAST PARTIAL furnace Quoted CE(Issued by of CE(Issued by Submitted |N 50 CE(Issued by of
LABORATORY notified body)/BIS conformity notified notified conformity
approved on pgno body)/BIS body)/BIS onpgno
270 approved aporoved 304
50 | CERAMICAND |Palatal trimmer| 1 |Item to be| CONFIDENTLABO-12 |Submitted| 739-740 |ot Applicabl| Not Applicable Not Applic] Not Anand/Den [MF400  |Submittec] Not Submitted 177 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted applicable |tal Farm Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY
51 | CERAMICAND | Ultra sonic 1 [item to be|CONFIDENT|C-40-M Submitted 740 ot Applicabl| Not Applicable Not Applic] Not Runyes Clean 02 |Submittec| Not Submitted 178 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL | cleaner 5 Lit Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
LABORATORY capacity
52 | CERAMICAND | Composite 1 |ltemtobe|CarloDe |FP36 Submitted 740 ot Applicabl Not Applicable Not Applic{ Not CONFIDENT [LABO 61  |Submittec| Not 179 Not Applicable | Not Applicabl{Not Anand Photopol  |Submitted |Not Submitt|On pg 233-Z[ Not Applicab| Not Applica| Not
CAST PARTIAL | curing unit Quoted applicable Applicable |Mediproduc|Pro Applicable
LABORATORY ts Pvt Ltd
53 | CERAMIC AND | Micro surveyor 1 Item to be|Bio Art B2 Submitted 740 ot Applicabl| Not Applicable Not Applic{ Not Anand/Den |ISO Type A |Submittec| Not 180 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL Quoted applicable |[tal Farm Applicable [Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
LABORATORY
54 | CERAMIC AND Pre clinic 60 |Item to be| CONFIDENTLABO 33  [Submitted 740 ot Applicabl Not Applicable Not Applic{ Not Divini Meditech ubmittec| Not 182 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL prosthetics Quoted applicable Applicable |Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
LABORATORY
55 | CERAMIC AND |micro motorlab| 20 |Item to be| CONFIDENTSUPREME | Submitted [lot Submitte| 125 | Not Applicable Not Applicd Not Micro Nx ubmitted Not 182 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
CAST PARTIAL | with attached Quoted applicable Applicable [Applicable pp| pp| pp| pp| pplicabl pplicabl pplicabl
LABORATORY hand piece
56 | PLASTER ROOM Plaster 2 Item to be| CONFIDENT|LABO-19 Submitted 740 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO PD Not 182 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
FOR PRE dispenser Quoted applicable  |Mediprodu |48 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
CLINICAL WORK cts Pvt Ltd
57 | PLASTERROOM |  Viberator 2 [item to be|CONFIDENT|LABO-43  |Submitted 740 ot Applicabl| Not Applicable Not Applic] Not Anand AMPRO VB | Submittec| Not 182 Not Applicable | Not Applicabl{Not Anand Dental Submitted |Not Submitt|On pg 233-2/ Not Applicab| Not Applica| Not
FOR PRE Quoted applicable |Mediprodu |67 Applicable [Mediproduc|Lathe Applicable
CLINICAL WORK cts Pt Ltd ts Pvt Ltd
58 | PLASTER ROOM Lathe 2 Item to be|Carlo De  |MAP 2 Submitted | 740-741 |ot Applicabl Not Applicable Not Applic{ Not CONFIDENT |LABO 21 Not 182 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
FOR PRE Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
CLINICAL WORK
59 | PLASTER ROOM | Model Trimmer 1 Item to be | CONFIDENT| LABO-23 Submitted 741 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO ubmittec] Not 182 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
FOR PRE with Quoted applicable |Mediprodu |MT-02 C Applicable [Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable
CLINICAL WORK |  carboradium cts Pvt Ltd
disc
60 | PLASTER ROOM | Model trimmer 1 Item to be| CONFIDENT/ LABO-24 Submitted 741 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO Not 182 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
FOR PRE with diamond Quoted applicable | Mediprodu |MT-01 D Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable

CLINICAL WORK

disc

cts Pvt Ltd
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61 | CONSERVATIVE | Dental chairs 34 |Item to be| CONFIDENT MEENAKSHI|Submitted | 726-728 ot Applicabl| 1.USFDA or 1SO 13485 - Not Alliage S/A | 300 970 Not Applicable| 1.USFDA or Declaration  |Not Not Not Not Not Not Not Not Not
DENTISTRY & and unit Quoted Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS from notified body |submitted from notified submitted on

or BIS from CDSCO | 1026- body or BIS from |pg no 1165-
approved CBsor  |1030. CDSCO approved |1166

1SO 13485 from CBs or ISO 13485

NABCB approved from NABCB

CBs. approved CBs.

2.electrical safety 2.electrical

IEC-60601/1S- safety IEC-

13450. 60601/15-13450.

62 | CONSERVATIVE | Rubber DamKit| 6 |Item to be|CONFIDENTRDK 061  |Submitted 743 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec, Not 184 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

63 | CONSERVATIVE | Restorative 10 |Item to be|CONFIDENT| RIK-CD006 |Submitted 743 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec, Not 184 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
DENTISTRY & | Instrument Kit Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

64 | CONSERVATIVE | RCT Instrument | 10 |Item to be|CONFIDENT| RCT-CD009 |Submitted 743 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec| 941 Not Applicable] Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & kit Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

65 | CONSERVATIVE | Autoclaves 3 |item to be| CONFIDENT|STERILINE +|Submitted | 743-744 ot Applicabl|Not Applicable Not Applic{ Not Runyes SEA23L |Submittec| 941 Not Applicable] Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

66 | CONSERVATIVE | Ultrasonic 2 |item to be| CONFIDENT|C-40-L Submitted 744 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec| 933 Not Applicable| Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & cleaner Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

67 | CONSERVATIVE | Needle burner | 4 |Item to be|CONFIDEN [CME-24  |Submitted 744 ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO-  |Submittec| Not 185 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & | with syringe Quoted |T applicable  |Mediprodu |NC12 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS cutter cts Pvt Ltd

68 | CONSERVATIVE | Amalgamator 3 Item to be| CONFIDEN | CME 131  |Submitted 744 ot Applicabl| Not Applicable Not Applic{ Not Ccoxo Submittec| 942 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted [T applicable or Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

69 | CONSERVATIVE |  Pulp tester 4 |ltem to be| CONFIDEN |CME 140  |Submitted 745 ot Applicabl| Not Applicable Not Applic{ Not Ccoxo Coco Pulp |Submittec| 942 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted [T applicable Tester Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

70 | CONSERVATIVE | Apex locator 2 Item to be|NSK | PEXii Submitted 745 ot Applicabl| Not Applicable Not Applic{ Not Woodpecke | Dpex V Submittec| 942 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted applicable |r Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

71 | CONSERVATIVE |  Glass bead 6 |Item to be| CONFIDEN |CME 132 |Submitted 745 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ~ |Submittec| Not Submitted 186 Not Applicable | Not Applicabl{ Not Not Not Not Not Not Not Not Not
DENTISTRY & sterilier Quoted [T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

72 | CONSERVATIVE Plaster 2 |item to be|CONFIDEN | LABO 19  |Submitted 745 ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO PD |Submittec| Not Submitted 186 Not Applicable | Not Applicabl{ Not Not Not Not Not Not Not Not Not
DENTISTRY & dispenser Quoted [T applicable | Mediprodu |48 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS cts Pt Ltd

73 | CONSERVATIVE |  Viberator 2 |item to be|CONFIDEN | LABO 43  |Submitted 745 |ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO VB [Submittec| Not 186 Not Applicable | Not Applicabl{ Not Runyes Ray 68 (M) [Submitted |Not Submitt|On pg 233-Z Not Applicab| Not Applica| Not
DENTISTRY & Quoted  |T applicable | Mediprodu |67 Applicable Applicable
ENDODONTICS cts Pvt Ltd

74 | CONSERVATIVE | Intra Oral X Ray 1 Item to be|NEWLIFE |Best X DC [Submitted | 745-746 |ot Applicabl| Dental X ray should |AERB -999 |Not Castellini RXDC Submittec| 942 Not Applicable| Dental X ray Not Submitte(European |Not Not Not Not Not Not Not Not
DENTISTRY & Unit Quoted be - USFDA (510 K)/ | & EC applicable should be - CE(NBno |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS European CE Certificate USFDA (510 K)/ 0051) Page

(Issued by notified |(NB 0051) European CE no 278-281
body) & AERB Submitted (Issued by & AERB pg
approved model on 1002 & notified body) & no 282
should be offered. 1005 AERB approved

model should be

offered.

75 | CONSERVATIVE |  Automatic 1 |ltem to be|DURR Periomat | Submitted 746 |ot Applicabl Not Applicable Not Applicg Not Divine Meditech Not 187 Not Applicable | Not Applicabl{ Not CareStream 5200|Submitted |Not Submitt|On pg 233-Z Not Applicab| Not Applica| Not
DENTISTRY & Developer Quoted |DENTAL |plus applicable Applicable Applicable
ENDODONTICS

76 | CONSERVATIVE RVG 1 |ltem to be|CONFIDEN [ECO Submitted 746 |ot Applicabl Not Applicable Not Applicg Not Castellini  |X-VS 942-943 Not Applicable| Not Applicable  |Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS

77 | CONSERVATIVE | EndoMotor 3 |item to be|NSK ENDO Submitted 746 |ot Applicabl Not Applicable Not Applicg Not Woodpecke 943 Not Applicable| Not Applicable ~ Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & | with Torque Quoted MATE DT applicable |r Plus Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ENDODONTICS control

78 | CONSERVATIVE | Bleaching Unit 1 Item to be| CONFIDEN |12 BL Submitted 746 ot Applicabl| Not Applicable Not Applic Not COX0 ubmittec| 943 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted [T applicable Applicable |Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
ENDODONTICS

79 | CONSERVATIVE |Magnifying loop| 2 |item to be|CONFIDEN | YHL 2.5X-R |Submitted 746 ot Applicabl Not Applicable Not Applic{ Not Unicorn Unicorn ubmittec| 943 Not Applicable] Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & Quoted [T applicable Magnifying Applicable [Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
ENDODONTICS Loon

80 | CONSERVATIVE | Injectable gutta 3 Item to be| META EQV Submitted 747 ot Applicabl| Not Applicable Not Applic Not COX0 ubmittec| 943 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
DENTISTRY & purcha Quoted applicable Applicable [Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
ENDODONTICS

81 | CONSERVATIVE | Phantom Lab 60 |Item to be| CONFIDEN | CME 1258 |Submitted 747 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec, Not 187 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
DENTISTRY & Unit Quoted |T applicable Applicable [Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable |Applicable
ENDODONTICS

82 CLINICAL Plaster 2 |item to be|CONFIDEN | LABO 19 |Submitted 747 ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO PD |Submittec| Not 188 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
LABORATORY dispenser Quoted |T applicable | Mediprodu |48 Applicable [Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable

cts

83 CLINICAL Model trimmer 1 Item to be|CONFIDEN |LABO 23 Submitted | 747-748 |ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO ubmittec] Not 188 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
LABORATORY | Carbodium disc Quoted |T applicable |Mediprodu |MT-02 C Applicable [Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable

cts
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84 CLINICAL | Model trimmer | 1 [item to be|CONFIDEN [LABO 24  [submitted 748 [ot Applicabl| Not Applicable Not Applicd Not Anand AMPRO Not 188 Not Applicable | Not Applicabl{Not Anand Dental Submitted |Not Submitt|On pg 233- Not Applicab| Not Applica| Not
LABORATORY | Diamond disc Quoted  |T applicable |Mediprodu |MT-01 D Applicable |Mediproduc |Lathe Applicable
cts ts
85 CLINICAL Lathe heavy 2 Item to be|Carlo De  |MAP 2 Submitted 748 ot Applicabl| Not Applicable Not Applicy Not CONFIDENT [LABO 21  |Submittec| Not Submitted 189 Not Applicable | Not Applicabl{Not Micro Nx Submitted |Not Submitt|On pg 233-Z Not Applicab|Not Applica|Not
LABORATORY duty Quoted applicable Applicable |Korea Applicable
86 CLINICAL | Lab micromotor| 3 |item to be|NSK ULTIMATE |Submitted| 748  |ot Applicabl| Not Applicable Not Applic] Not CONFIDENT [MIGHTY  |Submittec| 943 Not Applicable| Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
LABORATORY | with heavy duty Quoted XL applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
hand piece
87 CLINICAL Ultrasonic 1 |item to be|CONFIDEN |C-40M Submitted 748 ot Applicabl Not Applicable Not Applic{ Not Runyes Clean 02 | Submittec| 943 Not Applicable] Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
LABORATORY | cleaner 5 Itr Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
88 CLINICAL spindle grinder | 1 [item to be|CONFIDEN [LABO 15 [Submitted 748 ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO SG |Submittec| Not 189 Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
LABORATORY Quoted  |T applicable | Mediprodu |64 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts
89 CLINICAL vibrator 2 |item to be|CONFIDEN [LABO 43 |Submitted| 748-749 |ot Applicabl|Not Applicable Not Applic{ Not Anand AMPRO VB |Submittec| Not 189 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
LABORATORY Quoted  |T applicable |Mediprodu |67 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts
90 CLINICAL Burn out 1 |itemtobe|CarloDe [zEUS1 Submitted 749 ot Applicabl Not Applicable Not Applic{ Not CONFIDENT|LABO 31 |Submitted| Not 189 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
LABORATORY furnace Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
91 CLINICAL Porcelean 1 |item to be|voP E-20 Submitted 750 ot Applicabl Not Applicable Not Applic{ Not Anand/UGI | ARTIS NEO |Submittec] Not 190 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
LABORATORY furnace Quoted applicable [N Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
92 CLINICAL sand blasting 1 |item to be|CONFIDEN [LABO 16  |Submitted 750 ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO SB |Submittec| Not 190 Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
LABORATORY machine Quoted  |T applicable | Mediprodu |40 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts
93 CLINICAL Lab airotors 1 |item to be|CONFIDEN [LABO 27 |Submitted 750 ot Applicabl Not Applicable Not Applic{ Not NSK Japan |X-SG65L | Submittec] 943-944 Not Applicable] Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
LABORATORY Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
94 CLINICAL Pindex system 1 |item to be|CONFIDEN [LABO 11 |Submitted 750 ot Applicabl Not Applicable Not Applic{ Not Anand/Den |ED laser ubmittec] Not 190 Not Applicable | Not Applicabl| Not Anand/Dent|cuT Submitted |Not Submitt|On pg 233-Z| Not Applicab|Not Applica| Not
LABORATORY Quoted  |T applicable |tal Farm Applicable |al Farm Applicable
95 CLINICAL Circular saw 1 |item to be|voP SP 100 Submitted| 750-751 |ot Applicabl|Not Applicable Not Applicg Not CONFIDENT|LABO 17 |Submitted| Not 191 Not Applicable | Not Applicabl{Not Anand Mixer Submitted |Not Submitt|On pg 233-2/ Not Applicab| Not Applica| Not
LABORATORY Quoted applicable Applicable |Mediproduc |Bench Applicable
ts Stand
96 CLINICAL Vacuum mixer 1 |itemtobe|CarloDe [Mx4T Submitted 751 ot Applicabl Not Applicable Not Applic{ Not CONFIDENT|LABO 14 |Submitted| Not 191 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
LABORATORY Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
97 CLINICAL Pneumatic 1 |ltem to be|CONFIDEN [LABO 26  |Submitted 751 |ot Applicabl|Not Applicable Not Applic{ Not Anand AMPRO PC [Submittec| Not 191 Not Applicable  |Not Applicabl{ Not Anand/UGI |Ducatron  |Submitted |Not Submitt|On pg 233-[ Not Applicab| Not Applica| Not
LABORATORY chisel Quoted  |T applicable | Mediprodu |87 Applicable N Quattro Applicable
cts
98 CLINICAL Casting 1 Item to be| BEGO Fornax T |Submitted 736 ot Applicabl| US FDA/EU Declaratio |Not vop LC CAST ubmittec| Not 191 US FDA/EU Not Submitte( Declaration | Not Not Not Not Not Not Not Not
LABORATORY Machine ( Quoted CE(Issued by n of applicable 600T CE(Issued by of Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Induction) notified body)/BIS | Conformit notified conformity
approved y-986 body)/BIS on pg no
approved 277
99 CLINICAL Ceramic unit 1 |item to be|vOP E-20 Submitted 752 |ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ~ |Submittec| Not Submitted 192 Not Applicable | Not Applicabl{ Not Not Not Not Not Not Not Not Not
LABORATORY Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
100 | DEPARTMENTO | Dental chair 2 Item to be| CONFIDEN | MEENAKSHI|Submitted | 726-728 |ot Applicabl|1.USFDA or 1SO 13485 - Not Alliage S/A | S 300 Submittec| 970 Not Applicable| 1.USFDA or Declaration [Not Not Not Not Not Not Not Not Not
F ORAL and unit Quoted T Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO from notified body |submitted from notified submitted on
GY AND ORAL or BIS from CDSCO | 1026- body or BIS from |pg no 1165-
MICROBIOLOGY approved CBs or 1030. CDSCO approved | 1166
1SO 13485 from CBs or ISO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
|IEC-60601/1S- safety IEC-
13450. 60601/15-13450.
101 | DEPARTMENTO slides 150 |Item to be| CONFIDEN | S-001 Submitted 754 ot Applicabl| Model should be 1SO 13485 { Not Divine Meditech Not 193-269 | Model should be | Not Submitte(ISO 13485 [Not Not Not Not Not Not Not Not
F ORAL Quoted  |T USFDA/CE (Issued applicable USFDA/CE Submitted |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO by Notified (Issued by on pg no
GY AND ORAL body)/BIS Notified 300
MICROBIOLOGY Approved/ISO body)/BIS
13485 Approved/ISO
13485
102 | DEPARTMENTO | = slides boxes 4 Item to be| CONFIDEN |S-002 Submitted 754 ot Applicabl| Electrical safety Not Submit| Clarification Divine Meditech ubmittec/ Not 193-269 Electrical safety |Not Submitte(ISO 13485 |Not Not Not Not Not Not Not Not
F ORAL Quoted [T conforms to Submitted conforms to Submitted |Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
PATHOLOGOLO standards for on Pg 305- standards for on pg no
GY AND ORAL electrical safety IEC-| 306 electrical safety 300
MICROBIOLOGY 60601/1S-13450. IEC-60601/1S-
13450.
103 | DEPARTMENTO | Microscopes 50 |ltem to be| CONFIDEN | MSB-CDO10 | Submitted 754 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269  [Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
F ORAL Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO
GY AND ORAL
MICROBIOLOGY
104 | DEPARTMENTO | Mictotome 1 |item to be| CONFIDEN | MCT- Submitted 754 ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec, Not 193-269 | Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
F ORAL Quoted |T CD012 applicable Applicable [Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable
PATHOLOGOLO
GY AND ORAL

MICROBIOLOGY
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105 | DEPARTMENTO Wax Bath 1 Item to be| CONFIDEN | WB-CD007 |Submitted 754 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269  [Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
F ORAL Quoted [T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO
GY AND ORAL
MICROBIOLOGY
106 | DEPARTMENTO | water Bath 1 |Item to be| CONFIDEN |WB-CDO08 |Submitted 754 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec Not 193-269  |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
F ORAL Quoted [T applicable Applicable [Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable
PATHOLOGOLO
GY AND ORAL
MICROBIOLOGY
107 | DEPARTMENTO | Knife sharpner 1 Item to be| CONFIDEN |KNFS- Submitted 754 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269  [Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
F ORAL Quoted [T €013 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO
GY AND ORAL
MICROBIOLOGY
108 | DEPARTMENTO | Hot plate 1 |Item to be|CONFIDEN | HP-CD002 |Submitted 754 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269 | Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
F ORAL Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO
GY AND ORAL
MICROBIOLOGY
109 | DEPARTMENTO | Spencer Knife 1 [item to be|CONFIDEN |sk 001 Submitted [lot Submitte] 126 |Not Applicable Not Applic] Not Divine Meditech | Submittec| Not Submitted | 193-263 | Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
F ORAL Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO
GY AND ORAL
MICROBIOLOGY
110 | DEPARTMENTO | Adequate slides| 1 |Item to be| CONFIDEN |ASPS002  |Submitted iot Submitte] ~ 127 |Slides projecting | Not Submit Clarification Divine Meditech ubmittec| Not 193-269  |Slides projecting |Not Submitte( Not Not Not Not Not Not Not Not Not
F ORAL projecting Quoted |T system for Dental Submitted system for Submitted |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PATHOLOGOLO system students Certificati on Pg 305- Dental
GY AND ORAL on-US FDA/EU 306 students,Certific
MICROBIOLOGY CE/BIS ation-US FDA/EU
CE/BIS
111 | Department of | Dental chairs 25 |Item to be| CONFIDEN | MEENAKSHI|Submitted | 726-728 |ot Applicabl| 1.USFDA or 1SO 13485 - Not Alliage S/A | 300 Submittec| 970 Not Applicable| 1.USFDA or Declaration  |Not Not Not Not Not Not Not Not Not
oral & and unit Quoted |T Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial from notified body |submitted from notified submitted on
surgery or BIS from CDSCO | 1026- body or BIS from |pg no 1165-
approved CBsor  |1030. CDSCO approved |1166
1SO 13485 from CBs or ISO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
|IEC-60601/1S- safety IEC-
13450. 60601/15-13450.
112 | Departmentof |  Autoclaves 4 |item to be| CONFIDEN | Steriline+ |Submitted 757 |ot Applicabl| electrical safety Not Submit/ IEC Pg 271 |Runyes SEA23L |Submittec| 947 Not Applicable| electrical safety |Not Submitteq Eurropean |Not Not Not Not Not Not Not Not
oral & Quoted  |T 1EC-60601/15-13450 IEC-60601/1S- ce (NbNo |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial 13450 0123) Pg
surgery no 283-286
113 | Department of Ultrasonic 2 Item to be| CONFIDEN | C 40L Submitted 757 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 193-269  [Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & cleaner Quoted [T applicable PPl pplicabl PPl PPl pp| PPl pplicabl pplicabl pplicabl
Maxillofacial
surgery
114 | Department of | Needle burner | 8  |Item to be|CONFIDEN | CME 24 [submitted 757 |ot Applicabl| Not Applicable Not Applicd Not Anand AMPRO- Not 193-269 | Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & and syringe Quoted |T applicable  |Mediprodu |NC12 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial cutter cts
surgery
115 | Department of Extraction 20 |Item to be| CONFIDEN | EFP-CDO35 |Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| 947-948 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & forceps set Quoted [T applicable PPl pplicabl PPl pp| pp| pp| pplicabl pplicabl pplicabl
Maxillofacial
surgery
116 | Department of Dental 10 |Item to be| CONFIDEN | RES-CDO15 |Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech 948 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & elevators Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
117 | Department of Minor Oral 6 Item to be| CONFIDEN | MOSK- Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| 948 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & surgery kit Quoted [T CD016 applicable PPl pplicabl PPl pp| pp| pp| pplicabl pplicabl pplicabl
Maxillofacial
surgery
118 | Department of |Emergency drug 2 Item to be| CONFIDEN | EDT-CDO17 |Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269  Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & tray Quoted |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
119 | Department of | X ray viewers 2 Item to be| CONFIDEN | XRVD- Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 193-269  [Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & Quoted |T CD018 applicable PPl pplicabl PPl pp| pp| PPl pplicabl pplicabl pplicabl
Maxillofacial
surgery
120 | Department of | Pulse oxymeter 2 Item to be| CONFIDEN |POXM- Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269  Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & Quoted  |T €D019 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial

surgery
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121 | Departmentof | BP Aparatus 2 Item to be| CONFIDEN |BPA-CD020 |Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269  [Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & Quoted  |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
122 | Department of | Stethescope 2 |Item to be|CONFIDEN | STCHD-  |Submitted 758 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269  |Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
oral & Quoted  |T cpo21 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
123 | Department of | Thermometer 2 |ltem to be|CONFIDEN |TERM- Submitted 758 |ot Applicabl| Not Applicable Not Applic§ Not Divine Meditech  |Submittec| Not Submitted 193-269 |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral & Quoted  |T €D022 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
124 | Department of | Glucometer 1 |Item to be|CONFIDEN | GCM- Submitted 758 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269 | Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
oral & Quoted  |T cD023 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
125 | Department of |Oxygen cylinder| 2 |Item to be| CONFIDEN | OCBH- Submitted 758 |ot Applicabl| Not Applicable Not Applic§ Not Divine Meditech  |Submittec| Not Submitted 193-269 |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral & Quoted  |T €D025 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
126 | Department of | Oxygen mask 2 |Item to be|CONFIDEN [OMA- Submitted 758 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269  |Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
oral & adult Quoted  |T €D023 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
127 | Department of | Oxygen mask 2 Item to be| CONFIDEN | OMP- Submitted 758 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Submittec| Not Submitted 193-269  [Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & pedo Quoted [T CD024 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
128 | Department of | Impaction kit 3 |Item to be|CONFIDEN | IK-025 Submitted 758 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269  |Not Applicable  |Not Applicabl| Not Micro Nx Submitted |Not Submitt|On pg 233-Not Applicab|Not Applica| Not
oral & Quoted  |T applicable Applicable |Korea Applicable
Maxillofacial
surgery
129 | Department of Lab micro 3 Item to be|NSK ULTIMATE |Submitted | 758-759 |ot Applicabl/Not Applicable Not Applic{ Not CONFIDENT|MIGHTY  |Submittec| 948 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & motor ith hand Quoted XL applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial piece
surgery
130 | Department of |  Trauma kit 1 |Item to be|CONFIDEN | TRMK- Submitted 759 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269 | Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
oral & Quoted  |T €D026 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
131 | Department of | High volume 2 |Item to be|CONFIDEN |Hi-Vac 71 |Submitted 759 |ot Applicabl| Not Applicable Not Applici Not Junwai V-Max 450 |Submittec| 948 Not Applicable Not Applicable | Not Applicabl{ Not Not Not Not Not Not Not Not Not
oral & Suction Quoted [T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
132 | Department of |surgical straight| 4 [Item to be|NSK Surgic Pro | Submitted 759 |ot Applicabl| Not Applicable Not Applici Not NSK Japan ubmittec| 948 Not Applicable Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
oral & handpiece Quoted non optic applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Maxillofacial
surgery
133 MINOR Dental chairs 5 |ltem to be| CONFIDEN | MEENAKSH |Submitted | 726-728 |ot Applicabll ~ 1.USFDAor  |ISO 13485 Not Alliage S/A |S 300 Submittec| 970 Not Applicable  1.USFDAor | Declaration |Not Not Not Not Not Not Not Not Not
SURGERY and unit Quoted |T | Equopean CE | 998, & IEC |applicable Equopean CE  |of conformity| Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
from notified body |submitted from notified |submitted on
or BIS from CDSCO |1026- body or BIS from |pg no 1165-
approved CBs or  1030. CDSCO approved 1166
1SO 13485 from CBs or ISO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
|IEC-60601/1S- safety IEC-
13450. 60601/1S-13450.
134 | DEPARTMENT Dental chair 34 |Item to be| CONFIDEN |MEENAKSHI|Submitted | 726-728 |ot Applicabl|1.USFDA or 1SO 13485 -(Not Alliage S/A | S 300 970 Not Applicable| 1.USFDA or Declaration |Not Not Not Not Not Not Not Not Not
OF and units Quoted  |T Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO from notified body |submitted from notified submitted on
GY or BIS from CDSCO | 1026- body or BIS from | pg no 1165-
approved CBsor  |1030. CDSCO approved |1166
1S0 13485 from CBs or 1SO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
1EC-60601/1S- safety IEC-
13450. 60601/15-13450.
135 | DEPARTMENT surgical 6 |Item to be| CONFIDEN | SIS-CD027 |Submitted 763 |ot Applicabl| USFDA/EU Not Submit| Clarification | Divine Meditech 952 Not Applicable| USFDA/EU Not Submitte| Not Submiti Not Not Not Not Not Not Not Not
OF instruments set Quoted [T CE(isuued by Submitted CE(isuued by Applicable |Appl ppl ppl ppl pplicabl. pplicabl. pplicabl:
PERIODONTOLO notified body) on Pg 305- notified body)
GY approved. 306 approved.
136 | DEPARTMENT Autoclave 3 Item to be| CONFIDEN | steriline + [Submitted| 763-764 |ot Applicabl|electrical safety Not Submit|IEC Pg 271 Runyes SEA23 L 952 Not Applicablefelectrical safety |Not Submitte(Eurropean |Not Not Not Not Not Not Not Not
OF Quoted T 1EC-60601/15-13450 IEC-60601/1S- ce (NbNo |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO 13450 0123) Pg
GY no 283-286
137 | DEPARTMENT |  Ultrasonic 2 |Item to be| CONFIDEN |C 40L Submitted 764 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269  |Not Applicable  [Not Applicabl| Not Ellman Surgitron  [Submitted |Not Submitt|On pg 233- Not Applicab|Not Applica| Not
OF cleaner Quoted |T applicable Applicable dual EMC Applicable
PERIODONTOLO 90
GY
138 | DEPARTMENT | Electro surgical 1 Item to be|CONFIDEN |C112 Submitted 764 ot Applicabl| Not Applicable Not Applic{ Not Sutter BM 780 11 Not 193-269  Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
OF cauatry Quoted |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable

PERIODONTOLO
GY
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139 | DEPARTMENT | Needle burner 4 Item to be| CONFIDEN |CME 24 Submitted 764 ot Applicabl| Not Applicable Not Applic] Not Anand AMPRO- Not 193-269  [Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
OF with syringe Quoted [T applicable | Mediprodu |NC12 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO cutter cts
GY
140 | DEPARTMENT LASER (SOFT 1 Item to be| WUHAN CLEAN CUT |Submitted 765 ot Applicabl| US FDA/EU EC Not Biolase Epic-X ubmittec| 952 Not Applicable{ US FDA/EU Not Submitte( European |Not Not Not Not Not Not Not Not
OF TISSUE) Quoted | GIGAA CE(issued by Certificate |applicable CE(issued by CE(NBno |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO OPTRONIC notifed body) (NB No notifed body) 0482) Page
GY S approved 0197) - approved no 296-
1013 298.
141 | DEPARTMENT Physio 1 [ltem to be|NsK Surgic AP |Submitted | 765-766 |ot Applicabl|Not Applicable Not Applic] Not Woodpecke|Implant X 953 Not Applicable| Not Applicable | Not Applicabl| Not Not Not Not Not Not Not Not Not
OF dispenser with Quoted applicable |r Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO |  Implant kit
GY
142 | DEPARTMENT | Xray viewer 2 |item to be| CONFIDEN | XRVD- Submitted 766 |ot Applicabl Not Applicable Not Applic] Not Divine Meditech ubmittec] Not 193-269 |Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
OF (Extra Oral) Quoted [T CD018 applicable Applicable [Applicable |Applicable |Applicable |Applicable |Applicable [Applicable [Applicable |Applicable
PERIODONTOLO
GY
143 | DEPARTMENT Hand scaler 10 |Item to be| CONFIDEN | HCSG- Submitted 766 ot Applicabl| US FDA/EU Not Submit| Clarification Divine Meditech 953 Not Applicable(US FDA/EU Not Submitte| Not Submitt| Not Not Not Not Not Not Not Not
OF supra gingival Quoted [T €D029 CE(issued by Submitted CE(issued by Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO notified body) on Pg 305- notified body)
GY approved 306 approved
144 | DEPARTMENT | Set of Curettes 2 Item to be| CONFIDEN | SOC-CDO3  |Submitted 766 ot Applicabl| US FDA/EU Not Submit| Clarification Divine Meditech 953 Not Applicable|US FDA/EU Not Submitte| Not Submit{ Not Not Not Not Not Not Not Not
OF Quoted |T CE(issued by Submitted CE(issued by Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO notified body) on Pg 305- notified body)
GY approved 306 approved
145 | DEPARTMENT Periodontal 3 Item to be| CONFIDEN | PSK-CDO3 | Submitted 766 ot Applicabl| US FDA/EU Not Submit| Clarification Divine Meditech 953 Not Applicable|US FDA/EU Not Submitte/ Not Submitt| Not Not Not Not Not Not Not Not
OF surgery kit Quoted [T CE(issued by Submitted CE(issued by Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
PERIODONTOLO notified body) on Pg 305- notified body)
GY approved 306 approved
146 | DEPARTMENT Dental chair 18 |Item to be| CONFIDEN MEENAKSHI|Submitted | 726-728 |ot Applicabl|1.USFDA or 1SO 13485 -(Not Alliage S/A | S 300 ubmittec| 970 Not Applicable| 1.USFDA or Declaration |Not Not Not Not Not Not Not Not Not
OF and unit Quoted  |T Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ORTHODONTICS from notified body |submitted from notified submitted on
or BIS from CDSCO | 1026- body or BIS from | pg no 1165-
approved CBs or 1030. CDSCO approved | 1166
1SO 13485 from CBs or ISO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
1EC-60601/15- safety IEC-
13450. 60601/15-13450.
147 | DEPARTMENT Unit mount 5 Item to be| CONFIDEN |Supreme Submitted 768 ot Applicabl| Not Applicable Not Applic{ Not Woodpecke |PT3 Submittec| 955 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
OF scaler Quoted [T applicable |r Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ORTHODONTICS
148 | DEPARTMENT Autoclave 2 Item to be| CONFIDEN | STERILINE+|Submitted 768 ot Applicabl| Not Applicable Not Applic{ Not Runyes SEA23 L ubmittec| 955 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
OF Quoted |T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ORTHODONTICS
149 | DEPARTMENT Ultrasonic 2 |item to be|CONFIDEN | C 40L Submitted 769 |ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ~ |Submittec| Not Submitted 193-269  |Not Applicable  |Not Applicabl{ Not Not Not Not Not Not Not Not Not
OF cleaner Quoted [T applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
ORTHODONTICS
150 I Lab Plaster 2 Item to be| CONFIDEN |LABO 19 Submitted 769 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO PD |Submittec| Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
dispenser Quoted |T applicable  |Mediprodu |48 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts
151 I Lab Viberator 2 Item to be| CONFIDENT| LABO 43 Submitted 769 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO VB Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable  |Mediprodu |67 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts
152 I Lab Model trimmer | 2 |Item to be| CONFIDENT|LABO 23 |Submitted 769 |ot Applicabl Not Applicable Not Applicg Not Anand AMPRO Not 193-269 | Not Applicable |Not Applicabl|Not Micro Nx Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
Quoted applicable  |Mediprodu |Model Applicable |Korea Applicable
cts trimmer
153 I Lab Micromotor Lab| 4 |Item to be|NSK ULTIMATE X| Submitted 769 |ot Applicabl Not Applicable Not Applicg Not CONFIDENT [MIGHTY 955 Not Applicable| Not Applicable | Not Applicabl{Not Anand AMPRO  |Submitted |Not Submitt|On pg 233-Z| Not Applicab| Not Applica| Not
Quoted applicable Applicable |Mediproduc |Lathe Applicable
ts
154 I Lab Lathe 2 |itemto be|Carlo De  [MAP2 Submitted 769 |ot Applicabl Not Applicable Not Applicg Not CONFIDENT |LABO 21 Not 193-269  |Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
155 I Lab X Ray viewer 2 |item to be|CONFIDENT|CME 136  |Submitted 769 |ot Applicabl Not Applicable Not Applicg Not Divine Meditech Not 193-269  |Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
156 I Lab Welders 4 Item to be| CONFIDENT| CME 130 Submitted | 769-770 |ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
157 I Lab Blue torch 1 |ltem to be|CONFIDENT| CME 137 |Submitted 770 |ot Applicabl Not Applicable Not Applicg Not Divine Meditech Not 193-269  |Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
158 I Lab Base Formers 4 Item to be| CONFIDENT| CME 138  |Submitted 770 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
159 I Lab Typhodont 4 Item to be| CONFIDENT| AJT32A Submitted 770 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
160 I Lab Set of Plyers 10 |Item to be| CONFIDENT| OPCD 01 |Submitted 770 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech 956 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
161 I Lab Welder with 1 Item to be| CONFIDENT| CME 130 Submitted 770 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
soldering Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
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162 I Lab Hydro solder 1 Item to be| CONFIDENT| CME 610 Submitted 770 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
163 ILab Typhodont 4 [item to be|Bio Art A7PLUS  |Submitted | 770-771 |ot Applicabl|Not Applicable Not Applic] Not Divine Meditech Not 193-269 | Not Applicable  |[Not Applicabl| Not Not Not Not Not Not Not Not Not
articulator Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
164 ILab Pressure 1 |ltem to be|Bio Art P7 Submitted 771 |ot Applicabl| Not Applicable Not Applic] Not Divine Meditech Not 193-269 | Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
moulding Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
machine
165 I Lab soldering torch 1 Item to be| CONFIDENT| CME 139 |Submitted 771 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
166 ILab spot welder 1 |Item to be|CONFIDENT| CME 130 |Submitted 771 |ot Applicabl| Not Applicable Not Applic] Not Divine Meditech Not 193-269 | Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
167 | Department of | Dental chair 20 |Item to be| CONFIDENT MEENAKSHI|Submitted | 726-728 |ot Applicabl| 1.USFDA or 1SO 13485 - Not Alliage S/A | 5300 970 Not Applicable| 1.USFDA or Declaration  |Not Not Not Not Not Not Not Not Not
Paediatricsand | and unit Quoted Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive from notified body |submitted from notified submitted on
Dentistry or BIS from CDSCO | 1026- body or BIS from | pg no 1165-
approved CBs or 1030. CDSCO approved 1166
1SO 13485 from CBs or ISO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
IEC-60601/1S- safety IEC-
13450. 60601/15-13450.
168 | Department of Autoclaves 2 Item to be| CONFIDENT| steriline+ |Submitted 773 ot Applicabl| electrical safety Not Submit{IEC Pg 271 Runyes SEA23L ubmittec| 957 Not Applicablefelectrical safety |Not Submitte(Eurropean |Not Not Not Not Not Not Not Not
Paediatrics and Quoted 1EC-60601/15-13450 IEC-60601/1S- ce (NbNo |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive 13450 0123) Pg
Dentistry no 283-286
169 | Departmentof | Ultra sonic 2 [item to be| CONFIDENT|C40 L Submitted | 773-774 |ot Applicabl| Not Applicable Not Applicd Not Divine Meditech  |Submittec| Not Submitted | 193-269 |Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and cleaner Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistrv
170 | Department of | Needle burner | 3 |item to be| CONFIDENT CME 24 Submitted 774 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO-  [Submittec| Not 193-269  |Not Applicable |Not Applicabl{ Not Not Not Not Not Not Not Not Not
Paediatrics and | with syringe Quoted applicable  |Mediprodu |NC12 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive cutter cts
Dentistry
171 | Department of | Amalgammotor| 1 |item to be| CONFIDENTCME 131 |Submitted 774 |ot Applicabl| Not Applicable Not Applic] Not coxo tec 958 Not Applicable| Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistry
172 | Department of Pulp tester 1 Item to be| CONFIDENT| CME 140 Submitted 774 ot Applicabl| Not Applicable Not Applic{ Not coxo COXO Pulp {Submittec| 958 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and digital Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistry
173 | Department of | Rubber Damkit| 5 |item to be| CONFIDENT| RDK-CD00S |Submitted 774 |ot Applicabl| Not Applicable Not Applic] Not Divine Meditech | Submittec| 958 Not Applicable| Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and ffor Pedo Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistry
174 | Department of | Apex locator 1 Item to be| CONFIDENT| IPEX Il Submitted | 774-775 |ot Applicabl Not Applicable Not Applic{ Not Woodpecke | Dpex V ubmittec| 958 Not Applicable{Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and Quoted applicable |r Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistry
175 | Department of | Endo Motor 1 [item to be|CONFIDENT| Endomate D|Submitted 775 |ot Applicabl| Not Applicable Not Applic] Not Woodpecke |Endoradar | Submitte] 958-959 Not Applicable| Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and Quoted applicable |r Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistry
176 | Departmentof | Injectable 1 |ltem to be| META EQV Submitted 775 ot Applicabl Not Applicable Not Applicg Not CoX0 959 Not Applicable| Not Applicable  Not Applicabl{Not Carestrean 5200|Submitted |Not Submitt|On pg 233-Z Not Applicab| Not Applica|Not
Paediatrics and | Guttapurcha Quoted applicable Applicable Applicable
Preventive with
Dentistry
177 | Department of RVG 1 Item to be| CONFIDENT| ECO Submitted 775 ot Applicabl| Not Applicable Not Applic{ Not Castellini  |X-VS ubmittec| 959 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and Quoted applicable PPl pplicabl PPl pp| PPl pp| pplicabl pplicabl pplicabl
Preventive
Dentistry
178 | Department of Intra Oral 1 |item to be| CONFIDENT| LD 10X Submitted 775 |ot Applicabl|Not Applicable Not Applicg Not SONY Not 193-269  |Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and camera Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistry
179 | Department of Scaling 10 |Item to be| CONFIDENT/SCI-CDO33 |Submitted 775 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| 959 Not Applicable[Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and | instruments Quoted applicable PPl pplicabl PPl pp| pp| pp| pplicabl pplicabl pplicabl
Preventive
Dentistry
180 | Department of | Restorative 10 |Item to be|CONFIDENT|RI-CD034  |Submitted 775 |ot Applicabl Not Applicable Not Applicg Not Divine Meditech 959 Not Applicable| Not Applicable ~ |Not Applicabl{Not Not Not Not Not Not Not Not Not
Paediatrics and | Instruments Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistrv
181 | Department of Extraction 10 |Item to be| CONFIDENT SUPREME |Submitted | 775-776 |ot Applicabl Not Applicable Not Applic{ Not Divine Meditech ubmittec| 959 Not Applicable[Not Applicable | Not Applicabl| Not Runyes Ray 68 (M) |Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica Not
Paediatrics and | forceps pedo Quoted applicable Applicable Applicable

Preventive
Dentistry
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182 | Department of | Intra oral x ray 1 Item to be|[ NEWLIFE |BESTX C Submitted 776 ot Applicabl| Dental X ray should | AERB -999 |Not Castellini  [RXDC 959 Not Applicable| Dental X ray Not Submitte( European | Not Not Not Not Not Not Not Not
Paediatrics and Quoted be - USFDA (510 K)/ | & EC applicable should be - CE(NBno |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive European CE Certificate USFDA (510 K)/ 0051) Page
Dentistry (Issued by notified |(NB 0051) European CE no 278-281
body) & AERB Submitted (Issued by & AERB pg
approved model  |on 1002 & notified body) & no 282
should be offered. |1005 AERB approved
model should be
offered.

183 | Department of |RCT Instrument| 5 |Item to be| CONFIDENT|RCT CDO55 |Submitted 776 |ot Applicabl| Not Applicable Not Applicd Not Divine Meditech ubmitted| 959 Not Applicable] Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not

Paediatrics and kits. Quoted applicable Applicable [Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable |Applicable
Preventive
Dentistry
184 | Department of Automatic 1 Item to be| DURR Periomat Pli| Submitted 776 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
Paediatrics and |  developer Quoted | DENTAL applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Preventive
Dentistrv
185 Pedo Lab Plaster 2 Item to be | CONFIDENT| LABO-19 Submitted 776 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO PD |Submittec| Not 193-269 Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not
dispenser Quoted applicable | Mediprodu |48 Applicable [Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable
cts
186 Pedo Lab Model trimmer | 1 [item to be|CONFIDENT|LABO-23  |Submitted 776 ot Applicabl Not Applicable Not Applic{ Not Anand AMPRO ubmittec, Not 193-269 | Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
with Diamond Quoted applicable |Mediprodu |MT-02 C Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
disc cts

187 Pedolab |Modeldiscwith| 1 |item to be|CONFIDENTLABO-24  |submitted| 776-777 |ot Applicabl|Not Applicable Not Applic] Not Anand AMPRO ubmittec| Not 193-269 | Not Applicable  |Not Applicabl|Not Not Not Not Not Not Not Not Not

Carbadoium Quoted applicable |Mediprodu |MT-01 D Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
disc cts

188|  Pedo Lab Welder with 1 [item to be| CONFIDENT| CME 130 |Submitted 777 |ot Applicabl| Not Applicable Not Applicd Not Anand AMPRO | Submittec| Not Submitted | 193-269 | Not Applicable | Not Applicabl{Not Not Not Not Not Not Not Not Not

soldering Quoted applicable | Mediprodu |Ws 52 Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
cts

189  Pedo Lab Viberator 2 |ltem to be|CONFIDENT[LABO-43  |submitted| 777 ot Applicabl|Not Applicable Not Applic] Not Anand AMPRO VB | Submittec| Not Submitted |  193-263 | Not Applicable | Not Applicabl|Not Micro Nx Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not

Quoted applicable | Mediprodu |67 Applicable |Korea Applicable
cts

190| Pedolab |Labmicromotor| 3 |item to be|NSK ULTIMATE X| Submitted 777 |ot Applicabl| Not Applicable Not Applicd Not CONFIDENT [MIGHTY | Submittec] 960 Not Applicable[ Not Applicable | Not Applicabl|Not Anand AMPRO  |Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not

heavy duty with Quoted applicable Applicable |Mediproduc Lathe Applicable
hand piece ts

191 Pedo Lab Dental Lathe 1 [itemtobe|CarloDe |MAP2 Submitted 777 ot Applicabl Not Applicable Not Applic{ Not CONFIDENT |LABO-21 |Submittec] Not 193-269 | Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not

Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable

192 Pedo Lab Steam Cleaner 1 Item to be| CONFIDENT| LABO-18 Submitted ot Submitte| 128 Not Applicable Not Applic{ Not d/d Hydrovap |Submittec| Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not

Quoted applicable [tal Farm Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
193 Pedo Lab Pressure 1 Item to be|Bio Art P7 Submitted 777 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
moulding Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
Machine

194 | Department of Dental chair 12 |Item to be| CONFIDENT MEENAKSHI|Submitted | 726-728 |ot Applicabl| 1.USFDA or 1SO 13485 -(Not Alliage S/A | S 300 ubmittec| 970 Not Applicable| 1.USFDA or Declaration |Not Not Not Not Not Not Not Not Not
oral Medicine units Quoted Equopean CE 998, & IEC |applicable Equopean CE | of conformity|Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology from notified body |submitted from notified submitted on

or BIS from CDSCO | 1026- body or BIS from | pg no 1165-
approved CBs or 1030. CDSCO approved 1166

1SO 13485 from CBs or ISO 13485

NABCB approved from NABCB

CBs. approved CBs.

2.electrical safety 2.electrical

IEC-60601/1S- safety IEC-

13450. 60601/15-13450.

195 | Department of | Panoramic X 1 |item to be|CEFLA XRadius |Submitted| 780-781 |ot Applicabl{US FDA / European |AERB - Not Genoray  |Papaya Plug tec| 961-962 Not Applicable| US FDA / Not Submitte| AERB ON  |Runyes Ray 68 (M) |Submitted |Not Submitt|On pg 233-{US FDA/  |Not Submit{ European
oral Medicine Ray with Quoted compact CE /BIS & AERB 988, EC applicable European CE PG NO European CE CE (Nb
and Radiology | Cephalometry Approved model  |Certificate /BIS & AERB 294Europe /BIS & 0123) Pg no

AERB certified should be offered | (NB -0051)) Approved model an CE (Nb AERB 283-286 &
995 should be no 2460) Approved AERB On pg
offered on pg no model no 287
290-293 should be
offered

196 | Department of | Intra Oral x ray 3 Item to be|[NEWLIFE |BEST X DC |Submitted 781 ot Applicabl| Dental X ray should |AERB -999 |Not Castellini  |RXDC ubmittec| 963 Not Applicable| Dental X ray Not Submitte(|European |Not Not Not Not Not Not Not Not
oral Medicine unit Quoted be - USFDA (510 K)/ |& EC applicable should be - CE (NBno |Applicabl PPl pp| pp| pp| pplicabl pplicabl pplicabl
and Radiology European CE Certificate USFDA (510 K)/ 0051) Page

(Issued by notified |(NB 0051) European CE no 278-281
body) & AERB Submitted (Issued by & AERB pg
approved model  |on 1002 & notified body) & no 282
should be offered. 1005 AERB approved

model should be

offered.

197 | Departmentof | Pulp tester 3 |ltem to be|CONFIDENTCME 140  |Submitted | 781-782 |ot Applicabl|Not Applicable Not Applicg Not Divine Meditech | Submittec| 963 Not Applicable| Not Applicable  Not Applicabl{Not Not Not Not Not Not Not Not Not
oral Medicine digital Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology

198 | Departmentof | Auto matic 1 |item to be|DURR DEN1|Periomat Pli| Submitted 782 ot Applicabl Not Applicable Not Applicg Not Divine Meditech Not 193-269  |Not Applicable |Not Applicabl{ Not Not Not Not Not Not Not Not Not
oral Medicine periapical Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology

199 | Department of | x ray developer | 2 sets |Item to be| CONFIDENT|C-55 Submitted 782 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech Not 193-269 Not Applicable [ Not Applicabl|Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology

200 | Department of |X Ray viewer for| 2 |Item to be| CONFIDENT XD 01 Submitted 782 ot Applicabl Not Applicable Not Applicg Not Divine Meditech Not 193-269  |Not Applicable |Not Applicabl{ Not Carestream 5200|Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
oral Medicine | pan / Ceph Quoted applicable Applicable Applicable

and Radiology
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201 | Department of RVG 1 |Item to be|CONFIDENT| ECO Submitted 782 |ot Applicabl| Not Applicable Not Applici Not Castellini  {X-VS 963 Not Applicable Not Applicable | Not Applicabl(Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
202 | Department of | Intera oral 1 |Item to be|CONFIDENT| LD 10X Submitted 782 |ot Applicabl| Not Applicable Not Applic Not Not Applical| Not Applical Not Appli{ Not Applicable  {Not Applicable{Not Applicable  [Not Applicabl{ Not Not Not Not Not Not Not Not Not
oral Medicine camera Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
203 | Department of | Gen XRay Unit | 1 |Item to be| ALLENGER |MARS30 |Submitted | 782-784 |ot Applicabl|US FDA / European |AERB 1024{Not Not Applical| Not Applical Not Appli{ Not Applicable  {Not Applicable{Not Applicable  [Not Applicabl{ Not Not Not Not Not Not Not Not Not
oral Medicine Quoted CE /BIS & AERB 25&EC  |applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology Approved model | Certificate
should be offered. |( NB No
2797) -
1015-
1021,
204 | Department of | Auto matic 1 |ltemto be|DURR Periomat pli| Submitted 785 |ot Applicabl| Not Applicable Not Applic Not Divine Meditech  |Submittec| Not Submitted 193-269 |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Developer Quoted  |DENTAL applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
205 | Department of | Lead Apron 2 |Item to be|CONFIDENT| LA- CD 029 |Submitted 785 |ot Applicabl| Not Applicable Not Applic Not Divine Meditech  |Submittec| Not Submitted 193-269 |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
206 | Department of | Lead Gloves 2 |Item to be|CONFIDENT| LG-CD037 |Submitted 785 |ot Applicabl| Not Applicable Not Applic Not Divine Meditech  |Submittec| Not Submitted 193-269 |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
207 | Department of | Lead Collor 2 |Item to be|CONFIDENT| LC-CDO40 |Submitted 785 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech  |Submittec| Not Submitted 193-269  |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
208 | Department of X Hanger 6 |Item to be| CONFIDENT| XHO51 Submitted 785 |ot Applicabl| Not Applicable Not Applic Not Divine Meditech  |Submittec| Not Submitted 193-269  |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
209 | Department of | Diagnostickit | 65 |Item to be| CONFIDENT| DK-CDO41 |Submitted 785 |ot Applicabl| Not Applicable Not Applic Not Divine Meditech  |Submittec| Not Submitted 193-269  |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
210 | Department of | Lead screen 1 |Item to be|CONFIDENT/CME 145  |Submitted 785 |ot Applicabl| Not Applicable Not Applic Not Divine Meditech  |Submittec| Not Submitted 193-269  |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
211 | Departmentof |  Biopsy kit 3 |item to be| CONFIDENT BISPK- Submitted 785 |ot Applicabl| Not Applicable Not Applic| Not Divine Meditech  |Submittec| Not Submitted 193-269  |Not Applicable  [Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine Quoted cD042 applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
212 | Departmentof |  Autoclave 2 |item to be| CONFIDENT|STERILINE+ |Submitted 785 |ot Applicabl| Not Applicable Not Applic Not Runyes SEA23L |Submittec| 963 Not Applicable/ Not Applicable | Not Applicabl(Not Not Not Not Not Not Not Not Not
oral Medicine Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology
213 | Department of | Needle burner | 2 |item to be|CONFIDENTCME-24  |Submitted| 785-786 |ot Applicabl[Not Applicable Not Applic] Not Anand AMPRO-  |Submittec| Not Submitted |  193-269 |Not Applicable |Not Applicabl{Not Genoray | Papaya 3D |Submitted |Not Submitt|On pg 233-2 Not Applicab| Not Applica| Not
oral Medicine | with syringe Quoted applicable |Mediprodu [NC12 Applicable Plus Applicable
and Radiology cutter cts
214 | Department of | CBCT AERB 1 |ltem to be|CEFLA NEWTOM |Submitted| 786-789 |ot Applicabl| USFDA/EU CE /BIS |Not Submii Not PLAMECA [3DMID  |Submittec Not Submitted 193-269 |USFDA/EUCE  [Not Submitte(European |Genoray  |Papaya 3D |Submitted |Not Submitt|On pg 233-Z European ce | Not Applica| Not
oral Medicine Approved Quoted GIANO HR certified & AERB Submitted /BIS certified & ce (nbno Plus (nbno Applicable
and Radiology Approved AERB Approved 0598) pg 2460) pg no
no 288-289 290-293
&AERB pg &AERB pg
no 299 no 295
215 | Department of | Sailography Qty |Item to be| CONFIDENT| SEK-CD044 |Submitted 789 |ot Applicabl| Not Applicable Not Applici Not Divine Meditech ubmittec| Not 193-269 | Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
oral Medicine | equipment and | Details | Quoted applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
and Radiology kit in
specific
ation
216 | Department of | Dental Chair 16 |Item to be| CONFIDENT MEENAKSHI|Submitted | 726-728 |ot Applicabl| 1.USFDA or 1SO 13485 - Not Alliage S/A | S 300 Submittec| 970 Not Applicable|1.USFDA or Declaration  |Not Not Not Not Not Not Not Not Not
Public Health and unit Quoted Equopean CE 998, & IEC |applicable Equopean CE of conformity| Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable [Applicable |Applicable
from notified body |submitted from notified submitted on
or BIS from CDSCO  1026- body or BIS from | pg no 1165-
approved CBsor  |1030. CDSCO approved |1166
1SO 13485 from CBs or ISO 13485
NABCB approved from NABCB
CBs. approved CBs.
2.electrical safety 2.electrical
|IEC-60601/1S- safety IEC-
13450. 60601/15-13450.
217 | Department of |  Autoclave 2 |Item to be|CONFIDENT| STERILINE+|Submitted 792 |ot Applicabl| electrical safety Not Submit/ IEC Pg 271 |Runyes SEA23L 936 Not Applicable| electrical safety |Not Submitte( Eurropean |Not Not Not Not Not Not Not Not
Public Health Quoted 1EC-60601/15-13450 IEC-60601/1S- ce (NbNo |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
13450 0123) Pg
no 283-286
218 | Department of Ultra sonic 2 Item to be| CONFIDENT|C40 L Submitted 792 ot Applicabl| Not Applicable Not Applic{ Not Divine Meditech ubmittec| Not 193-269 | Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
Public Health cleaner Quoted applicable Applicable |Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
219 | Department of | Needle burner 4 Item to be| CONFIDENT CME 24 Submitted 793 ot Applicabl| Not Applicable Not Applic{ Not Anand AMPRO- ubmittec| Not 193-269 |Not Applicable |Not Applicabl{Not Not Not Not Not Not Not Not Not
Public Health and syringe Quoted applicable  |Mediprodu |[NC12 Applicable |Applicable ppl pp| pp| pp| pplicabl pplicabl pplicabl
cutter cts
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220 | Department of | Mobile Dental |1 units |Item to be| TATA StarBus 32+ |Submitted | 793-797 |ot Applicabl] 1.USFDA or 1S0 13485 | Not Not Applical| Not Applica| Not Appli{ Not Applicable | Not Applicable] Not Applicable  |Not Applicabl| Not Not Not Not Not Not Not Not Not
Public Health | van with all Quoted DLP Equopean CE 998, & IEC |applicable Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
attachemnts & 710/45 from notified body |submitted
adequate sitting or BIS from CDSCO | 1026-
space for 15-20 approved CBs or 1030.
people (Dental 1S0 13485 from
Chair -2 Units, NABCB approved
Autoclave -1, 1 CBs.
HP Compressor- 2.electrical safety
1, Intra Oral X- IEC-60601/1S-
ray -1 & RVG -1) 13450.
221| Department of |Central Air Comg|1 units Confident |CBFT 300 Not Submitte| 129 Not Applicable Not Applic{ Not IWATA BFT-300DV [ Not Subm|Not Submitted 193-269 Not Applicable | Not Applicabl|Not Not Not Not Not Not Not Not Not
Public Health i Aoplicable |Aoplicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable |Applicable
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Tender No. BMSIC/2022-2023/ME-292 Annexure 2 (100 Bedded hospital General Equipment )

Imaging |300 M.A. Item to be BPL H RAD 32 [Submitted 798 Not USFDA/ |AERB - Not Allengers | Mars 30 |Submitted|895-897 |Not USFDA/ |AERB Not
X-ray Quoted applicable |European |1031, BIS | applicable applicable |European |1024-25 &|Applicable
machine CE /BIS & [1033,EC CE /BIS & [EC

AERB Certificate AERB Certificate
Approved |( NB No- Approved |( NB No
model 0123) - model 2797) -
should be |1043- should be |{1015-
offered. offered. (1021,

Imaging |Dental X- Item to be| Newlife | Best X DC |Submitted Not PgNo 6 |USFDA Not AERB 32, | IATOME | Allerio |Submitte |Not Pg62 |USFDA Not 1SO 13485
ray Quoted Submitted (510K)/ |Submitted|European Optime |d Submitte (510K)/ [Submitte |Submitte
machine European CE(NB d European |d don pg

CE (Issued NO 0052) CE (Issued 121 of
by 20-31. by Hard
notified notified copy,
body) & body) & AERB Not
AERB AERB submitte
approved approved d.
model model
should be should be
offered offered
Imaging |USG Item to be| Alpinion i7 Submitted 799 Not USFDA/ |USFDA Not Sonosite | M-Turbo |Submitted 898(Not USFDA/ [Not European
Quoted applicable [European [K153424 |applicable applicable |European |Submitted|CE ( Nb no
CE Submitted CE 2797) PG
1037- NO 83-90
1038
X-Ray Lead Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Room Apron ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
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5| X-Ray [Thyroid 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Room |Collar ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
6| X-Ray |Lead 01 pair |Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Room |[Gloves-01 ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |pair
es
7| Cardiopul [Peak 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
monary |Expiratory ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(OPD) |Flow Rate
(PEFR)
Meter
(Desirable
) (PFT
Machine)
8| Cardiopul [Finger 20 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
monary |Pulse Oxy ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(OPD) |Meter
9| Cardiopul | Thermom 20 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
monary eter ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(OPD)
10| Cardiopul |B.P. 12 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
monary |Apparatus ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(OPD) |Table
Model
11| Cardiopul |B.P. 5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
monary [Apparatus ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(OPD) |Stand
Model
12| Cardiopul |Sethpscop 15 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
monary e ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(OPD)
13| Cardiopul | Nebulizer 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
monary ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(OPD)
14| Labour |Photother 1 Item to be| Phoenix | Brilliance |Submitted 800 Not Not EC Not Not Not Not Not Not Not Not Not
ward & |apy Unit Quoted pro applicable|Applicable|Certificate |[applicable |Applicable|Applicable|Applicable | Applicable [applicable |Applicable|Applicable|Applicable
Neo Natal (NB No-
0123) -
1039-
1043
15| Labour [Emergenc 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |y ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal |Resuscitat
ion Kit -
Baby*
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16| Labour |[Standard Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |weighing ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal |scale
17| Labour [Newborn Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |Care ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal [Equipmen
t
18| Labour [Radiant Item to be| Phoenix | NWS 101 [Submitted| 851-851 Not USFDA/ |[EC Not Not Not Not Not Not Not Not Not
ward & |Warmer Quoted applicable|CE / BIS & |Certificate [applicable |Applicable|Applicable|Applicable|Applicable |applicable | Applicable|Applicable|Applicable
Neo Natal IEC- ( NB No-
60601/IS- [0123) -
13450 1039-
1043
19| Labour |Room Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |Warmer ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal
20| Labour |Foetal 2 Item to be BPL FD 9714 |Submitted 853 Not us EC Not Not Not Not Not Not Not Not Not
ward & |Doppler Quoted applicable |[FDA/Euro |Certificate |applicable |Applicable|Applicable |Applicable|Applicable |applicable | Applicable |Applicable|Applicable
Neo Natal nean ( NR No-
21| Labour [Cardio Item to be BPL FM 9854 [Submitted 854 Not BIS/CE EC Not Edan F-6 Submitted|Not Pg 63 |[BIS/CE USFDA Not
ward & |Toco Quoted applicable |certified/I |Certificate |applicable Submitted certified/l [(K173042) |Applicable
Neo Natal |Graph SO ( NB No- SO ON PG
(CTG) 9001:200 |0123) - 9001:200 (1219-
Monitor 8/I1SO 1043- 8/I1SO 1220
13485 13485
certified certified
manufact manufact
urers. urers.
22| Labour | Delivery |5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & Kit ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal
23| Labour |Episiotom Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |y kit ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal
24| Labour |Forceps Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |Delivery ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal |Kit
25| Labour | Cranioto Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & my ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal
26| Labour |Silastic Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |vacuum ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal [extractor
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27| Labour |Pulse Item to be BPL BPL Submitted 855 Not US FDA EC Not Clarity | Oxy Plus [Submitted 899(Not US FDA EC Not
ward & |Oximeter Quoted Oxiview applicable|/Europea |Certificate [applicable 240 ST ++ applicable [/Europea |Certificate|Applicable
Neo Natal [baby & nsCE& [(NBNo- nsCE& |(NB
adult IEC- 0123) - IEC- 0123)
60601/1S- |1043- 60601/IS- |Submitted
13450 13450 12111214
28| Labour |Cardiac Item to be BPL EV10 |[Submitted 856 Not US FDA EC Not Clarity Spectra |Submitted 929(Not US FDA EC Not
ward & |monitor Quoted applicable|/CE Certificate|applicable Slim Plus applicable |/CE Certificate|Applicable
Neo Natal |baby approve |( NB No- approve |(NB
product & [0123) - product & {0123)
IEC- 1043- IEC- Submitted
60601/1S- 60601/1S- (12111214
13450. 13450.
29| Labour |Nebulizer Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |baby ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal
30| Labour |Weighing Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ward & |machine ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Neo Natal |infant
31| Immuniza |ILR with Item to be| Vestfrost | 404 A |Submitted| 857-860 Not USFDA or |Declaratio |Not Biobase | BPR-5V [Submitted[900-904 |[Not USFDA or |EC Not
tion Stabilizer Quoted applicable|European |[n Of applicable 238 applicable [European |Declaratio |Applicable
CE (Issued | Conformit CE (Issued |n of
by y by Conformit
Notified |Submitted Notified |y -1052-
Body) on 1050- Body) 1053
1051.
32| Immuniza |Deep Item to be| Biobase BDF-  |Submitted 861 Not European [EC Not PHC MDF-MU- |Submitted 905 (Not European [EC Not
tion Freezer (- Quoted 25V528 applicable |CE (issued |Declaratio [applicable 539 applicable |CE (issued |Declaratio |Applicable
20 C) with by n of by n of
Stabilizer notified |Conformit notified |Conformit
body)/ |y-1052- body)/ |y-1234-
us 1053 us 1236
(FDA)/BIS (FDA)/BIS
33| Immuniza |Spare ice Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion pack box ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
34| Immuniza| Room Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion Heater ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
35| Immuniza [Waste Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion disposal ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
twin
bucket
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36| Immuniza| Almirah Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
37| Immuniza {Immuniza Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion tion table ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
38| Immuniza Chair Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
39| Immuniza |Stools for Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion immuniza ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
tion room
40| Immuniza [Bench for Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion waiting ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
area
41| Immuniza |Dustbin Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion with lid ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
42| Immuniza |Water Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion container ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
43| Immuniza Hub Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
tion cutters ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
44| Ear Nose |Indigenou Item to be| Medrx Avent |Submitted 862 Not USFDA/Eu |[EC Not Interacco | Calisto PC |Submitted 906|Not USFDA/Eu |EC Not
Throat |s Digital Quoted Inc. A2D+ applicable |ropean CE |Certificate [applicable ustic Based applicable |[ropean CE |Certificate |Applicable
Audiomet Audiomet (Issued by [( NB No- audiomet (Issued by [( NB
er er Notified [0123) er Notified |0123)
body) Submitted body) Submitted
on 1054- 1215-
1059 1217
45| Ear Nose |Impedanc Item to be| Maico Maico |Submitted 863 Not USFDA/Eu |[EC Not Interacco | Interacou |Submitted 907|Not USFDA/Eu |EC Not
Throat |e Quoted TouchTY applicable |ropean CE |Certificate [applicable ustic stics AT applicable |[ropean CE |Certificate |Applicable
Audiomet MP MI (Issued by [(NB 0123) 235H (Issued by |( NB
er 34h Notified |[ON 1060- Impedanc Notified [0123)
46| Ear Nose |Head light Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Throat |(ordinary) ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(Boyle
Davis)
47| Ear Nose |ENT Item to be|Hospitime| 3737 |Submitted Not Pgno 11 [Not Not Not Royal A-GEN- [Submitted |Not Pg64 [Not Not Not
Throat |Operation Quoted India Submitted Applicable|Applicable|applicable | Internatio| 5500, Submitted Applicable|Applicable|Applicable
set nal + Bistos-
including Bistos BT410A
headlight,
Tonsils

Page 5 of 19




Bidder Name - Sysmed Exim Pvt. Ltd.

48| Ear Nose |Ear 2 sets [ltem to be|Hospitime| 3439 |Submitted Not Pg no 7-8 |Not Not Not Kalelkar | Kalelkar [Submitted|Not 65 Not Not Not
Throat |Surgery Quoted India Submitted Applicable |Applicable [applicable Instrumen Submitted Applicable |Applicable |Applicable
Instrumen t Set
ts
49| Ear Nose | Mastoid 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Throat Set ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
50| Ear Nose [Micro Ear 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Throat |Set ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
myringopl
asty*
51| Ear Nose [Laryngosc 8 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Throat |ope ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
indirect
(Basic)
52| Ear Nose | Otoscope 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Throat ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
53| Ear Nose |Head 1 Item to be| Heine ML4 LED |Submitted 864 Not USFDA/Eu |EUCE Not Not Not Not Not Not Not Not Not
Throat |Light (cold Quoted applicable |ropean CE [Submitted [applicable |Applicable|Applicable|Applicable |Applicable |applicable | Applicable|Applicable|Applicable
light) (Issued [1069-
by 1070
Notified
body )
54| Ear Nose |Tracheost 1+1 [Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Throat |omy Set ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
55| Ear Nose | Tuning 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Throat fork ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
56| Ear Nose |Oto 1 Item to be|Intelligent| HIS DUET |Submitted 865 Not USFDA/Eu |Not USFDA PG| Interacco Lyra Submitted 908|Not USFDA/Eu [Not USFDA
Throat |Acoustic Quoted hearing OAE applicable |ropean CE [Submitted |34-36 ustic applicable [ropean CE [Submitted |(K191372)
Emission systems | System (Issued ( Issued On pg 91-
(OAE) by by 92
OAE Notified Notified
Analyzer body ) body )
57 Eye Slit Lamp 1 Item to be| Kanghua | Fujitron |Submitted 866 Not USFDA/Eu |Not USFDA ( Huvitz HS5000 |Submitted 909(Not USFDA/Eu|USFDA Not
Quoted FSL 355H applicable |ropean CE |Submitted [K171877) applicable [ropean CE [(K073190) | Applicable
( Issued ON PG NO (Issued |ON PG
by 38-39 by 1237-
Notified Notified 1242
body ) body )
58 Eye Binomags 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
59 Eye Distant 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Vision ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Charts
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60 Eye Foreign Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Body spud ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
and
needle

61 Eye Lacrimal Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
cannula ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
and
probes

62 Eye Lid Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
retractors ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(Desmarr
es)

63 Eye Near Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Vision ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable| Applicable
charts

64 Eye Punctum Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Dilator ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable| Applicable

65 Eye Rotating Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Visual ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
acuity
drum

66 Eye Torch Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not

ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable

67 Eye Trial Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Frame ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Adult/Chil
dren

68 Eye Trial Lens Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not

Set ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable

69 Eye 0L Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Operation ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
set

70 Eye Operating Item to be| Topcon | OMS-800 |Submitted 867 Not US FDA/ |Declaratio |Not Takagi OM-9 |Submitted 910(Not US FDA/ |Not Declaratio
Microscop Quoted applicable |European |n Of applicable applicable |European |Submitted|n of
e CE Conformit CE conformit

y y on pg 944
Submitted 96
on 1087

71 Eye A-Scan Item to be | Somoptec|Matrix SP-|Submitted 868 Not USFDA/Eu [Not European Suoer | SW-1000 |Submitted 911(Not USFDA/Eu |Not European

Biometer Quoted h 1000AP applicable |ropean CE |Submitted [CE (Nb no applicable [ropean CE [Submitted |CE ( Nb no
from 0123) On from 0123) PG
notified pg no 41- notified NO 97-
body 42 body 100

72 Eye Flash Item to be| Biobase | BKM-ZA |Submitted Not Pgno 12 [Not Not Not Mars MFA-  |Submitted|Not 66 Not Not Not
Autoclave Quoted Submitted Applicable|Applicable|applicable | medica 230D Submitted Applicable|Applicable|Applicable
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73 Eye Applanati Item to be| Keeler | Accupen |Submitted 974 Not USFDA/Eu [Not USFDA On| Huvitz | HT-5000 |Submitted 912(Not USFDA/Eu |USFDA Not
on Quoted applicable |ropean CE |[Submitted |pg no 44- applicable |ropean CE |(K073190) |Applicable
Tonomete ( Issued 49. (Issued |ON PG
r by by 1237-
Notified Notified [1242
body ) body )
74| Operation |Auto Item to be| Seemaya | Labonic |Submitted Not Pgno 13 [Not Not Not Not Not Not Not Not Not Not Not
Theatre |Clave HP Quoted SS-0026 Submitted Applicable |Applicable [applicable | Applicable|Applicable|Applicable |Applicable |applicable | Applicable | Applicable|Applicable
Horizontal
(150-200
Ltr.)
75| Operation |Operation Item to be| HITECH | HITECH |Submitted| 976-877 Not USFDA/Eu |EU CE Not cognate | SS-1000 |Submitted 913|Not USFDA/Eu|ISO 13485 Not
Theatre |Table Quoted METAL & | PCH 33A applicable |ropean CE [submitted [applicable DL applicable [ropean CE |ON Pg no |Applicable
Hydraulic MEDICAL (Issued [1098- (Issued |1277
Major EQUIPME by 1099 & by
NTS PVT Notified [ISO 13485 Notified
LTD body)/ |submitted body ) /
I1SO on 1100. ISO
(NABCB (NABCB
Accredite Accredite
d) d)
76| Operation |Operation Item to be| HITECH | HITECH |Submitted Not Pgno 15 [Not Not Not cognate | SS-151 |Submitted|Not 67 Not Not Not
Theatre |Table Quoted METAL & | PCH 33A Submitted Applicable|Applicable|applicable Submitted Applicable|Applicable|Applicable
Hydraulic MEDICAL
Minor EQUIPME
NTS PVT
LTD
77 Operation Item to be| HITECH | HI-Tech |Submitted Not Pg No 19 |Not Not Not cognate SS135  [Submitted [Not 68 Not Not Not
Table Non Quoted METAL & 25A Submitted Applicable|Applicable|applicable Submitted Applicable|Applicable|Applicable
-Hydraulic MEDICAL
Field Type EQUIPME
NTS PVT
LTD
78| Operation |Operating Item to be| HITECH Hl Tech |Submitted| 871-873 Not USFDA/Eu [EU CE Not cognate | SS-1100 |Submitted|914-916 |Not USFDA/Eu |Not Eastablish
Theatre |Table Quoted METAL & 32 applicable |ropean CE [submitted [applicable applicable |[ropean CE |Submitted |ment &
Orthopedi MEDICAL (Issued [1098- ( Issued Device
c* EQUIPME by 1099 & by Listing Pg
NTS PVT Notified [ISO 13485 Notified no 101-
LTD body ) submitted body ) 104
on 1100.
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79| Operation| Shadow Item to be| HITECH HI Tech |Submitted Not Pgno 16 [Not Not Not cognate | Vision 18 |Submitted|Not 69 Not Not Not
Theatre | lesslamp Quoted METAL & | Hexa 4 + Submitted Applicable |Applicable [applicable Submitted Applicable|Applicable|Applicable
ceiling MEDICAL | Hexa3
type EQUIPME
major* NTS PVT
LTD
80| Operation| (LED O.T Item to be| HITECH HI Tech |Submitted 869 Not USFDA/ |EUCE Not cognate Vision |Submitted 918(Not USFDA/ |Not Eastablish
Theatre light- Quoted METAL & | Hexa 4 + applicable |European [submitted [applicable 18+18 applicable |European |Submitted|ment &
Dubble MEDICAL | Hexa 3 CE / BIS & {1098- CE/BIS & Device
Dome) EQUIPME IEC- 1099 & IEC- Listing Pg
NTS PVT 60601/IS- [ISO 13485 60601/1S- no 101-
LTD 13450 submitted 13450 104 & IEC
on 1100. 105-120
IEC
Submitted
on 1103.
81| Operation| Shadow Item to be| HITECH HI Tech |Submitted Not Pg no 14 [Not Not Not cognate | Vison 12 |Submitted|Not 70 Not Not Not
Theatre | lesslamp Quoted METAL & | LED Hexa Submitted Applicable |Applicable [applicable Submitted Applicable|Applicable|Applicable
ceiling MEDICAL 4
type EQUIPME
minor* NTS PVT
LTD
82|Operation| (LED O.T Item to be| HITECH Hl Tech [Submitted| 874-875 Not USFDA/Eu |EU CE Not cognate | Vision 18 |Submitted 917|Not USFDA/Eu [Not Eastablish
Theatre light- Quoted METAL & | LED Hexa applicable |ropean CE [submitted [applicable applicable |[ropean CE |Submitted |ment &
Single MEDICAL 4 (Issued [1098- ( Issued Device
Dome) EQUIPME by 1099 & by Listing Pg
NTS PVT Notified |ISO 13485 Notified no 101-
LTD body ) submitted body ) 104 & IEC
on 1100. 105-120
83| Operation |Focus Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Theatre (lamp ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Ordinary
84| Operation |Sterilizer Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Theatre [Small ( ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Instrumen
ts)
85| Operation |Bowl Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Theatre |Sterilizer - ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
big*
86| Operation |Bowl Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Theatre (sterilizer - ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Medium*
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87| Operation |Diatherm Item to be| Shalya Sigma [Submitted 880 Not USFDA/Eu [EC Not Not Not Not Not Not Not Not Not
Theatre |y Machine Quoted Plus applicable |ropean CE |Certificate [applicable | Applicable|Applicable|Applicable |Applicable |applicable | Applicable|Applicable|Applicable
(Electric from (NB
Cautery) notified [No1639)
body. Submitted
Additional [-1109-
:should |[1110
have IEC
60606-1-
1/60606-1;
2/60606-2
2
88| Operation|Suction Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Theatre [Apparatus ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
- Foot
operated
89| Operation |Ultra Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Theatre |violet ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
lamp 4
feet
90| Operation | Defibrillat Item to be| Nihon | TEC 5631 |Submitted 881 Not USFDA/ |(EC Not Mindray | UMED20 [Submitted 919(Not US FDA / |Declaratio Not
Theatre |or (with Quoted Kohden applicable |European |Certificate [applicable applicable |European |n of Applicable
AED) CE (NB 2797) CE conformit
ON 1114- v (NB
1123 0123)
Submitted
1278-
1280
91| Operation [Bronchosc Item to be| Fuji Film | EB 500, |Submitted 882 Not USFDA(K1 |Not MDH A41  |Submitted|Not 71 Not European
Theatre |ope Quoted VP 3500, applicable |USFDA/Eu [71291) applicable Submitted USFDA/Eu |Submitted|CE ( Nb no
XL 4450 ropean CE [submitted ropean CE 0123)) PG
(Issued |on page ( Issued NO 121
by no 1124- by
Notified [1131 Notified
body ) body )
92| Operation |Foetal Item to be BPL FD 9714 |Submitted Not Pgno8 |US EC Not Not Not Not Not Not Not Not Not
Theatre [Doppler Quoted Submitted FDA/Euro |Certificate |applicable |Applicable|Applicable |Applicable |Applicable |applicable | Applicable|Applicable | Applicable
pean ( NB No-
93| Operation| Laryngosc Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Theatre ope ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
94| Laborator |Binocular Item to be Inco MS 105 |Submitted Not Pgno 17 [Not Not Not Labomed | LX-400 |Submitted|Not 72 Not Not Not
y Microscop Quoted Submitted Applicable |Applicable [applicable LED Submitted Applicable |Applicable|Applicable

e
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95| Laborator |Balance Item to be|Shamadzu| BL 220H |Submitted Not Pgno 18 [Not Not Not INCO BAL8730 |Submitted |Not 73 Not Not Not
y (Electrical Quoted Submitted Applicable |Applicable [applicable Submitted Applicable |Applicable |Applicable
Monopan)
96| Laborator |Simple Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y balance ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
97| Laborator |Semi auto Item to be| Biobase | Biobase- [Submitted 883 Not USFDA/Eu |Not Declaratio| Meril Merilizer |Submitted |Not 74 USFDA/Eu [Not Declaratio
y analyzer Quoted Silver applicable |ropean CE [Submitted |n of Cliniquant Submitted ropean CE |Submitted|n of
(Issued by conformit Micro (Issued by conformit
Notified y Notified y on pg
body ) Submitted body ) 122
on pg no
50-51
98| Laborator |Micro Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y pipettes ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
of
different
volume
range
99| Laborator | Distilled Item to be| Lauda PD 12 R |Submitted Not Pgno9 |ISO ( I1SO Not INCO |DWP-INC- [Submitted|Not 75 1SO ( Not ISO-PG
y water Quoted Submitted NABCB Submitted |applicable 7890 Submitted NABCB Submitted|NO 123
plant accredited|on 1138 accredited
(Capacity ) )
not more
than 20
Ltr. Per
Day)
100| Laborator |Electricen Item to be| Grant | PVC 6000 |Submitted| 884-885 Not European [EU Not Not Not Not Not Not Not Not Not
y trifuge Quoted applicable | CE (issued | Declaratio [applicable |Applicable|Applicable|Applicable|Applicable [applicable |Applicable|Applicable|Applicable
Table Top by n of
notified |conformit
body)/ |y on pgno
US(FDA) |1140
101| Laborator |Cell Item to be| Norma Icon 3 [Submitted| 886-887 Not US FDA Declaratio |Not Meril CelQuant |Submitted|Not 76 US FDA Not Declaratio
y Counter Quoted applicable |approved |n of applicable Edge Submitted approved |Submitted|n of
Electronic /Europea |conformit /Europea conformit
* (CBC) (3- n CE y on pg n CE y on pg
part) 1144- 124
1145
102| Laborator |Hot plates Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
103| Laborator | Rotor/Sha Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y ker ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
104| Laborator |Counting Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y chamber ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
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105| Laborator | PH meter 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
106| Laborator |Paediatric 1 Item to be| Drager JM-105 |Submitted 888 Not USFDA/Eu [USFDA Not Not Not Not Not Not Not Not Not
y Bilirubino Quoted applicable |ropean CE |(K133175) [applicable |Applicable|Applicable|Applicable |Applicable |applicable | Applicable|Applicable|Applicable
meter (Issued by |ON PG
Notified (1147
body )
107| Laborator | TCDC 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y count ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
apparatus
108| Laborator |ESR stand 3 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y with ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
tubes
109| Laborator | Test tube 5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y stands* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
110| Laborator | Test tube 5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y rack* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
111| Laborator |Test tube 5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y holders* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
112| Laborator| Spirit 6 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y lamp* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
113| Laborator |Timer 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y stop ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
watch
114( Laborator| Alarm 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y clock ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
115| Laborator | Refrigerat 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y ors ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
116| Laborator |Whole 2000 |Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
y Blood ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Finger
Prick HIV
Rapid Test
and STI
Screening
Test each
117| Surgical |P.S. Set 10 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
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118| Surgical | MTP Set Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
119| Surgical |Biopsy Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen | Cervical ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
tSets |Set*
120| Surgical | D & C Set Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
121| Surgical |I.U.C.D. Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen |Kit ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
122| Surgical | LSCS set Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
123| Surgical | MVA Kit Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
124| Surgical |Proctosco Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen |py Set* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
125 Surgical |[Abdomina Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen|| ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets [Hysterect
omy set
126| Surgical |Laparoto Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen |my Set ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
127| Surgical | Suturing Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen Set* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
128| Surgical |MTP Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen |suction ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets |apparatus
129| Surgical |IM Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen | Nailing Kit ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
130| Surgical |SP Nailing Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
131| Surgical |TURP Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen |resectosc ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
tSets |ope*
132| Surgical |Amputati Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen|on set ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
133| Surgical |Universal Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen |Bone Drill ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
t Sets
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134| Surgical |Crammer 8 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Equipmen |wire ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
tSets |splints
135|Anaesthes|Anaesthet 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia ic- ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
laryngosc
ope
magills
with four
blades
136|Anaesthes|Endo 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia tracheal ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
tubes sets
137|Anaesthes|Magills 5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia forceps ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(two
sizes)
138| Anaesthes|Connector 5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia set of six ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
for ETT
139|Anaesthes|Tubes 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia connectin ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
g forET.T
140(Anaesthes|Air way 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia female* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
141|Anaesthes|Air way 10 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia male* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
142|Anaesthes| Mouth 6 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia prop* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
143|Anaesthes|Tongue 8 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia depressor ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
S*
144|Anaesthes| Multi- 3 Item to be BPL Excel Sign |Submitted 889 Not USFDA/ |EC Not Clarity Spectra |Submitted 920(Not USFDA/ |EC Not
in | navama +n Niintad 19 Aannlicahla|Ciivanann [Cavtificat, annlicahla ~ald annlicahla [C4 Coavtificat Annlicahla
145|Anaesthes|Regional 1 |Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia anaesthes [set ntary Item|Applicable|Applicable|Applicable| Applicable | applicable | Applicable |Applicable|applicable | Applicable| Applicable | Applicable| Applicable |applicable | Applicable | Applicable| Applicable
ia
devices*
146|Anaesthes|02 1set Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia therapy ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
devices*
147|Anaesthes|Exchange 1 set{Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ia Transfusio ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
n Sets*
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148| Furniture |ICU Bed 16 Item to be| Hospi Hi tech |Submitted| 878-879 Not USFDA/Eu [Not European | PARAMO | A5 plus IF |Submitted 921(Not USFDA/Eu |ISO 13485- Not
& Hospital|with foot Quoted Choice 09B applicable |ropean CE |[Submitted [CE On pg UNT 3100 Plus applicable [ropean CE|1282 & EC|Applicable
Accessori |table and ( Issued no 52-53 1202 A (Issued |Declaratio
es medicine by by n of
locker Notified Notified |conformit
(ICU +Pre body )/ body)/ |y
and Post 1SO ISO Submitted
0T) (NABCB (NABCB  |on 1283-
Accredite Accredite (1285
d) d)
149| Furniture Foot 24 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital| Stape ntary Item|Applicable|Applicable|Applicable|Applicable|applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
150| Furniture |Revolving 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|Stools ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |with back
es support
151| Furniture [Revolving 24 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital[Stools ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable|Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
152| Furniture |Round 90 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|Stools ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |(non
es Revolving)
153| Furniture |Baby 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital |Cradle/Co ntary Item|Applicable|Applicable|Applicable|Applicable|applicable | Applicable|Applicable|applicable | Applicable|Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |t
es
154| Furniture |Dressing 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|Trolley ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |(SS)
es
155( Furniture |Instrumen 6 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|t Trolley ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |(SS)
es
156| Furniture |Wheel 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital |Chair (SS) ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori

es

Page 15 of 19




Bidder Name - Sysmed Exim Pvt. Ltd.

157| Furniture |Stretcher/ 3 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|Patient each ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |Trolley
es (SS)
158| Furniture |Instrumen 30 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|t Tray (SS) ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |Assorted
es
159| Furniture |Kidney 30 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|Tray (SS) - ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |Assorted
es
160( Furniture |Basin 30 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|Assorted ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |(SS)
es
161| Furniture |Basin Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital [Stand ntary Item|Applicable|Applicable|Applicable|Applicable|applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |Assorted
es (SS)
162| Furniture |a. (2 basin 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital [type) ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
163| Furniture |b. (1 basin 8 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|type) ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
164| Furniture |Needle 15 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|cutter and ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori [ melter
es
165| Furniture |Thermom 20 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|eter ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori [clinical*
es
166| Furniture |Thermom 3 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|eter ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori [Rectal*

es
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167| Furniture |Cheatles 8 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|forceps ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |assorted*
es
168| Furniture |Stomach 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|wash ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |equipmen
es t*
169| Furniture |Infrared 3 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital {lamp* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
170| Furniture Wax 1 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital| bath* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
171| Furniture |Emergenc 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital |y ntary Item|Applicable|Applicable|Applicable|Applicable|applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |Resuscitat
es ion Kit-
Adult*
172| Furniture | Enema 6 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|  Set* ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori
es
173| Furniture |Bed Side 5 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital |Screen ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable|Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |(Three
es Fold)
174| Furniture |Weighing 12 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|machines ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori [Adult
es
175| Furniture |Weighing 6 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
& Hospital|{machines ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Accessori |Pediatrics
es
176| Refrigerat |Refrigerat (4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ion or 165 ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
litres
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177| Refrigerat |Blood Item to be| Biobase BBR-  |Submitted| 890-892 Not USFDA/ |(EC Not Haier HXC-429 |Submitted|922-924 |Not US FDA/ |European Not
ion Bank Quoted 4V296 applicable |European |Declaratio [applicable applicable |European |CE Applicable
Refrigerat CE n of CE SUBMITTE
or Conformit D ON
y - 1052- 1254-
1053 1269
178| Refrigerat ILR Item to be| Vestfrost | 404 A |Submitted| 977-980 Not USFDA or |Declaratio |Not Biobase | BPR-5V |Submitted|Not 77 USFDA or |EC Not
179| Refrigerat | Deep Item to be| Biobase BDF-  |Submitted| 981 Not  |European [EC Not PHC | MDF-MU- [Submitted|Not 80 European |EC Not
inn Eronsar (. Niintad 2C\/EIDQ annlirahla |CF liceiiad |Naclaratin [annlicahla 20 Siithmittad CE licciiad |Narclaratin | Annlicahla
180| Refrigerat |Spare ice Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
jon pack box ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable|Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(5 Lit.)
181 Refrigerat |Waste Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
inn dicnneal ntaru ltam|Annlicahla|Annlicahla| Annlicahla| Annlicahla| annlicahla | Annlicahle | Annlicahla|annlicahla | Annlicahla| Annlicahle | Annlicahla] Annlicahla|annlicahla | Annlicahla| Annlicahla| Annlicahla
182| ICU (4 |Multipara Item to be BPL Excel Sign |Submitted 982 Not USFDA/ |EC Not Clarity Spectra |Submitted|Not 81 USFDA/ |EC Not
Bedded) |monitor Quoted 12 applicable |European |Certificate [applicable Gold Submitted European |Certificate |Applicable
CE (NB No- CE (NB
183 ICU 02 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
therapy ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
device
184 ICU ICU bed Item to be| Hospi Hitech [Submitted| 878-879 Not USFDA/Eu |Not European | PARAMO A5 Submitted 921(Not USFDA/Eu [1SO 13485- Not
Quoted Choice 09B applicable |ropean CE [Submitted [CE On pg UNT applicable [ropean CE|1282 & EC|Applicable
( Issued no 52-53 (Issued |Declaratio
by by n of
Notified Notified |conformit
body ) / body)/ |y
I1SO ISO Submitted
(NABCB (NABCB |on 1283-
Accredite Accredite {1285
d) d)
185 ICU Nabulizer Item to be| Aerogen | Aeroneb |Submitted Not Pg no 10 |USFDA/Eu|Not USFDA ( Inspired | VGR 001 |[Submitted|Not 82 USFDA/Eu|Not USFDA
(Ultrasoni Quoted Pro Go Submitted ropean CE [Submitted|K081650) | Medical A Submitted ropean CE [Submitted|(K991725)
c) ( Issued ON PG NO ( Issued On pg 122
by 54-56 by 127 (Hard
Notified Notified Copy)
body ) body )
approved approved
model model
186 ICU Defibralla Item to be| Nihon | TEC 5631 |Submitted 881 Not USFDA/ |EC Not Mindray | UMED20 [Submitted 919(Not US FDA / |Declaratio Not
tor Quoted Kohden applicable |European |Certificate [applicable applicable |European |n of Applicable
CE (NB 2797) CE conformit
ON 1114- y (NB
1123 0123)
Submitted
1278-
1280
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187 ICU BiPap 2 Item to be| Ventmed DS-8  [Submitted 893 Not USFDA/ |[Not European | Resmed |Lumis 150|Submitted 927(Not US FDA/ |European Not
Quoted applicable |European [Submitted|CE (Nb no STA applicable |European |CE (NB  |Applicable
CE 0197) On CE 0123)BSU
pg no 57 BMITTED
ON 1294-
1295
188 ICU Transport 1 Item to be| Oxivent | Oxi 4 plus |Submitted 894 Not USFDA/ [Not European | Resmed | ASTRAL |Submitted 928(Not US FDA/ |European Not
Ventilator Quoted applicable |European [Submitted|CE (Nb no 100 applicable |European |CE (NB  |Applicable
CE 1984) On CE 0123)BSU
pg no 58- BMITTED
59 ON 1294-
1295
189 ICU Ambu bag 4 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
(Adult) ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
190 ICU Ambubag 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
(Ped.) ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
191 ICU Larnygosc 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
ope ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable| Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
192 ICU Stethosco 2 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
pe ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
193 ICU Non- 50 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Rebreathe ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
r mask
194 ICU Venturi 50 Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Mask ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
195 ICU Nasal 50 Each |Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Canula ( ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Adult &
Child)
196 ICU Oxygen 50 Each |Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Mask( ntary Item|Applicable|Applicable|Applicable|Applicable | applicable [ Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
Adult &
Child)
197 ICU Nebulizer | 50 Each |Complime Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not Not
Mask ntary Item|Applicable|Applicable|Applicable|Applicable | applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable | Applicable|applicable | Applicable| Applicable | Applicable
(Adult and
Child)
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Technical Evaluation of Tender No. BMSIC/2022-2023/ME-292

Item- Turn-key basis for Government Dental College & Hospital, Rahui ,Nalanda, Bihar

Date of Technical Opening- 10 th October 2022

Sl Technical Eligibility Criteria as Per NIT Observations Postclarlflc?tlon Remarks
No. Observation
1 |Make and Model Quoted item in the Bidder -M/S SYSMED EXIM Pvt. Ltd. Not applicable Submitted
project (Bidder Can offer alternate makes |Address:- Unit no. W3A,3rd floor,Godrej Eternia,Plot No.70
& models) Industrial Area Phase-1,Chandigarg-160002.
Make & Model submitted on page no 05-17.
2 |EMD Fee (In the form of DD/ Bank BG no:-260511GL0001722. for 60,000,00/- issued by Union Not applicable Submitted
Guarantee as per annexure-11) Bank of India,Chandigarh Expiry Date 20.05.2023 submitted
on pg no. 2-4.
3 |Tender Fee (In the form of Demand Draft |DD no. 279192 for 11,800/~ issued by Union Bank of Not applicable Submitted
Rs. 10,000) India,Chandigarh Dated 16.09.2022 submitted on pg no. 1
4 |Document Claiming the Registration for MSME Udyog Aadhaar submitted on page no 19-22 Not applicable Submitted
trading /Manufacturing
5 |Certificate of incorporation and Article of |Certificate of incorporation & Not applicable Submitted
Association & Memorandum of Article of Association & Memorandum of Association
Association / Partnership Deed (As submittedpg no. 23-48.
Applicable)
6 |Copy of Certificate from Central Excise Certificate from GST No. 04AAUCS8552J1Z0 submitted pg Not applicable Submitted
and trade / sales tax department. 49-51.
7 | The sole bidder must have average Average turnover certificate for last 05 Consecutive Not applicable Submitted
annual turnover of Rs 40 Crores (average [Financial year (50.8 cr) submitted on pg no. 52.
of any three years during the last 5 years).
issued by Chartered accountant.
8 |Copy of certificate of Balance Sheet of Balance sheet submitted as follows:- Not applicable Submitted
last five consecutive Assessment years FY 2020-21 submitted on pg no. 53
under the stamp and signature of FY 2019-20 submitted on pg no. 52.
Chartered Accountant. FY 2018-19 submitted on pg no. 51.
FY 2017-18 submitted on pg no. 56.
9 |Copy of certificate of P&L Statement of Profit & loss Statement submitted as follows:- Not applicable Submitted
last five consecutive Assessment years FY 2020-21 submitted on pg no. 58.
under the stamp and signature of FY 2019-20 submitted on pg no. 59.
Chartered Accountant. FY 2018-19 submitted on pg no. 60.
FY 2017-18 submitted on pg no. 61.
10 |Copy of self-attested IT Returns for any ITR Returns submitted as follows:- Not applicable Submitted
three of last four consecutive Assessment |AY 2021-2022 submitted on pg no. 63
years AY 2020-2021 submitted on pg no. 64.
AY 2019-2020 submitted on pg no. 65.
11 |Non Conviction Declaration(Sworn before |Notarised Non Conviction Certificate submitted on page Not applicable Submitted
First Class Magistrate/Notary) as per no.66.
Annexure 10
12 [Submission of Manufacturer's Not Applicable this stage. Not applicable Not Applicable
Authorization (if quoted by bidder other
than manufacturer ) As per annexure -5
at the time of supply is mandatory.
13 |Bid Form (Sworn before First Class Notarised Bid form as per annexure 1 submitted on pg no. Not applicable Submitted
Magistrate/Notary) as per Annexure 1 67-68.
14 |Supply/Purchase order issued by user Bidder has submitted PO as per performance statement Not applicable Submitted
institution to comply the completion of submitted on pg no:- 69-115.
Turn Key project criterion mentioned in  |Total number of purchase order 19 and total value of
ITB Clause 15. turnkey orders Rs. 1,944,019,428.00/
15 |Performance Statement for Project Performance statement submitted for similar type of project Not applicable submitted
completion in Annexure 6 as per annexure 6 submitted on pg no. 116-117.
16 |Certificate from end user(s) indicating the |Copletion certificate as per Submitted purchase order pg no:-| Not applicable Submitted

Purchase order(s) as submitted by the
Bidder, date of completion of project/
installtion of the Equipment.

118-209.




17 |Technical Data Sheet/Brochure/Catalogue | Technical Data Sheet/Brochure/Catalogue of the model Not applicable Submitted
of the model quoted item may be quoted item submitted Pg no 210-725.
submitted in hardcopy alongwith the
hardcopy of online submitted the tender
document as per the submission date in
the tender. This fact should be mentioned
in writtting inonline submitted bid
document
18 |Technical Deviation Compliance for every |Technical Deviation Compliance Not submitted details Technical Deviation submitted.
quoted items in project as per annexure-8 |attached in Annexure-1 (Option 1 -5 Nos, Option 2- 153nos | Compliance submitted
& Option 3-35 nos ) & Annexure-2 -(Option 1-14nos & (details attached in
Option 2 - 19nos ). Annexure-1) on post
clarification Document.
19 |Power of Attorney for the Signatory to the |Notarised Power of attorney as per annexure 12 submitted Not applicable submitted.
Bid as per annexure 12, duly notarized. pg NO.983.
20 |Quality Standard certification (US FDA /CE |Quality certificate Not submitted details attached in Quality certificate submitted.

(issued by notifying body /BIS) in
accordance with STANDARD clause at
page no. 25 of this bid document.

Annexure-1 (Option 1 -15 Nos, Option 2- 24 nos & Option 3-
4 nos ) & Annexure-2 -(Option 1-11nos & Option 2 - 13nos
)-

submitted (details
attached in Annexure-1)
on post clarification
Document.

21

Notary attested declaration if exempted
in EMD Fee , Technical Qualification as per
Sankalp 675 (1), Dated 09/09/2013 of
Govt. of Bihar as mentioned in special
condition of contract.

Not Applicable

Not applicable

Not Applicable

22

Approval from Reserve Bank of India in
case of Foreign Collaboration

Not Applicable

Not applicable

Not Applicable

23

IEC Certificate if the bidder is an importer
of the quoted items in the Project.

IEC no. 2214005439 submitted on pg no.1336.

Not applicable

Submitted




