ALL INDIA INSTITUTE OF MEDICAL SCIENCES
ANSARI NAGAR, NEW DELHI-29
STORES SECTION(CNC)

T. No. 167/CNC/NS/2025-26/St. Dated: 29.06.2026

Sub:- Purchase of “Surgical Navigation System (Buyback-01 No.) and server-Based
Treatment Planning Software or Contouring and Data Enrichment with two concurrent
session for Gamma Knife and Neurosurgery Planning-01 Unit” for department of
Neurosurgery on proprietary basis-Inviting comments thereof.

The CNC (AlIMS) is in the process to purchase of Surgical Navigation System
(Buyback-01 No.) and server-Based Treatment Planning Software or Contouring and
Data Enrichment with two concurrent session for Gamma Knife and Neurosurgery
Planning-01 Unit” for department of Neurosurgery, CNC, AIIMS, New Delhi-29 on
proprietary basis from M/s. Brainlab SE, Germany through Indian agent M/s. Brainlab
India Pvt. Ltd. The proposal submitted by M/s. Brainlab India Pvt. Ltd. and PAC
documents are attached.

The above documents are being uploaded for open information to submit
Suggestion/objections/comments, if any, by any manufacturer/Supplier firm regarding
proprietary nature of the equipment/item, within 15 days of issue of this document on
AlIMS website by giving Tender No. 167/CNC/NS/2025-26/St. The comments/
objections should be submitted in the office of Stores Officer (CNC), Room No. 3, 1*
Floor, New Pvt. Ward, CNC at AlIMS, New Delhi-29 on or before 14.07.2026 upto 03.00
PM, failing which it will be presumed that any other vendor is having no comment to
offer and purchase process will be initiated further for purchase of item as per
procedure. No suggestions/objections will be considered after 14.07.2026.
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: DEPARTMENT OF NEUROSURGERY
~ ALL INDIA INSTITUTE OF MEDICAL SCIENCES
: ANSARI NAGAR, NEW DLHI-110 029

2 _______._L..————-—-_'

Dats- 13/08/2025 & 17/12/2025
“&7 | Spaciication of Surgical Navigation System (Buyback-01 No.) and Server-Based Treatment Planning Software for Contouring and Bata |

vi n
No. mmwﬂwﬂiﬂiﬁﬂ for Gamma Knife and Neurosurgery Planning — 01 Unit.
| Approx. Estd. Costin INR 6 Crores + 10 Crores = Total Cost 16 Croes. =5

TECHNICAL SPECIFICATIONS

High End Navigation System for Meurosurgical Use
| Mandatory Requirements
S e e High End Navigation System
2| The system should be wireless based on Passive Marker Technology. | .
b | The Navigation piatform should have 4K UHD touch screen monitor of minimum 27 inch or greater and advanced technalogy will be given preference.
o Ai Display should be of medical grade and of high resolution. it will be preferable to have good display quality with 4K UHD resalutions (3840 x 2160
pinels) Y

—a 5y i i i joi led Sianment. The infrared camera should
d. | System should have Mobile camera can with 1elescopic stand and motorized jaints for remote-controlled camera align : : )
!a: extremely flexible in terms of providing for various adjustments to allow fgr various positions with camera height (100-250 cm) to allow flexible patient
positioning & regisiration along with integrated HD video camera for recording.

~ 1 Sysiem should have connecls - i surg irasound eic. via state-
e Sysiem should have connection panel for plug & play connectivity e.g. w;.th surgical microscopes, flucroscopes, endoscopes, U
| of-the-art digital and analog videa inputs supporting up 1o full HD resolution: 4 x 3G-SDI Video-In/DVI Video-in/ Display Port

..I___J_1 J+

" | DieclFast Patient data transfer from/to with USE 3.0 :

h | The system should have fast simultaneous access to &.g. PACS/hospital network via LAN network with existing PACS or future PACS, which is in use
by the Department of Neurcsurgery. The responsibility the vendor supplying the navigation machine.

i~ | System should have high-performance computer (Intel® Core™ 16-10900X X-series 10-core Processor 3.7/4.7 GHz, 32 GB RAM memory and 178 |

| S50 or better specification). The processing speed should be good enough to match the requirement of the user departmenl. |

—
g r_ﬁ-naviganun system should use passive markers without batteries. No disposal of hazardous materials s required after the use of the system. |

—% | Al reauisite applications should be on the Navigation System and can be controlied with fouch and/or with mouse and should not require any additional |
computer

e e (s -
I Navigation system should have a smart software home button to ensure interchangeability between multiple windows at any given point of ime as per |
surgean discretion. Any changes made on attached window gets automatically updated into navigation window -i

|
T

“m_ | it should have Digital Recording capabilities inbuilt into the navigation system without requiring any other devices thus keeping the OT clutter free

2 | Cranial Navigation Software
L

| System should be capable of performing wide range of cranial procedures with optical tracking technology. Electromagnetic navigation technology
should be quated as optional and price of it along with all the accessories required for each case must be guoted separalely. If the user depariments

will require, then they will procure this in future, as EM navigation is used in very cases.
b The system should have marker based point registration with accuracy prediction system. il
= T The system should have marker less surface based registration with accuracy prediction system. !
4. | System should have skin sensitive registration to avoid issues like skin shift inaccuracies specially for difficult patient positioning like prone positioning |
i surgaries. With skin sensitive device, point acquisition will be precise as poinis will not be acquired in air. |

“ & | Sysiam should incorporale rescue paints 10 recover navigation regisiration during surgery in case of registration accuracy l0ss during surgery -

i
P— | YR - -
f ] if the oplion of touchiess registration exists with the supplied system then preferance will be given. Cost of this must be quoted separately and its should |
be supplies with the system. Touchless laser based registration device must also be supplied. No physical contact should be there with patient and ‘

device during registration to avoid errors due to skin shift.
h ’ The probe should have capability to show images at -20mm to 180mm in front of it (Tool Tip Extension).
1

Sysiem should integrate the existing rigid instruments based on 3D geometry of instruments of various companies, with respect 1o theindiameters,

| length & vector. Ex 3rd party Biopsy Needles & Stylets. For Navigation purpose, full 3D views of these integrated instruments should be available, 4
| instruments simultaneously can be visualized with different colors

|
|| The system should be able to have options like Zoom-in, Zoom-oul, different layouts, different viewing options, laking screen shots elc 4‘

_ @b\/ /
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k| System should be provided with 10 pieces of pre-calibrated stylet for shunt placement surgeries
s Ml Advanced 3D Contouring Software

. 1 e K » Il - -

a Should be a Quick and easy interactive 30 contouring tool for outlining of pathologies and anatomical structures in medical images
b

Sofware shouid offer an Instant volume generation by outiining on just two orthogonal slices using uili-modal Side by Side or axial, coronal and |
sagittal view configurations

L]

© | lshould offer Intelligent contour propagation with ambient edge detection supporting various CT, MR or PET sequence

d. | Should also have Slice-by-slice contour review using Gallery View layoul

e | Snould have Automalic creation of "Volumetric Report” POF files per object with representative screenshots and details on geometrical
measurements like volume, RECIST and Macdonald criteria

f

it shouid have fast contour adaptation and should have Intuifive user interface with both mouse and touch control compatibility

_ll N e 1

B Advanced Image Fusion Software
“a) | Sofware should offer fast and precise fusion based on mulual inforration algorithm and helps enables to exploit all anatomical & functional data sets
simultangously j
~b) | Software should offer fusion of numerous —odaliies including CT, MRI (T1, T2, FLAIR, MRA), PET, SPECT
ct | It should have automalic pair selection with instantaneous pre-alignment and fusion. A possibility of manual fine-adjustments in all dimensions should
also be provided
T d) | it should have definition of a "Region of interest” in all dimensions to exclude areas from fusion

LL|

“e) | Software should offr Color overiay in amber-biue and Spyglass functionalty for reviews
N R T shauld have ability o fuse a series of image datasets from different modaiities and points of time

ac [ DTI SOFTWARE:

a) | DTl software should facilitate the processing of diffusion imaging, providing detailed information about eleguent white matter structures using both
deterministic DTI and probabilistic CSD-based tractography algorithms.

b | Software should suppor multiples views like Brain Projection View, 3D-view, ACS-view, Interactive Tracking, ROl Templates. The Brain projection
| views should be available while visualization of fiber tracts

Sofiware shouid have Fiber tracking RO templates for specific —anial while matter tracts, based on universal atlas. Templates 1o be included:
prcuate Fasciculus fefi, CST Motor Right, CST Motor Left, DRT Left, DRT Right. Full Brain, Hand Mator Right. Hand Motor Left, Optic Radiation Left,
| Optic Radiation Right. It should also have feature of user defined Fiber templates

—3 it shouid have Fully automated DICOM DTI Data Preprocessing including De-norsing. Motion- and Eddy Current Carrection

e | it should have Region-ol-interest based tracking of DTI data
" f) | Software should have capability for conversion of results into 3D objects for use and export 1o Navigation,
g) | itshould have intuitive user interface for manual adjustment of tracking parameters and instant update of fiber tracking results

hLI It should have Automatic calculation of colored fractional anisotropy (FA) and anisotropic diffusion coefficient {ADC) maps

K WUl e A o e e
iy | ishould suppor of DICOM DTI data from Siemens, Philips, GE and other manufacturers using standard DICOM MR diffusion information (at least &
_| and up to 256 directions) I

) | Software should provide multicolor output to fibertracts according to their diffusion direction, |.e. separale fiber color for each tracts from (1) “Left- |
Right", (2) "Anterior-Posterior”, (3) "Head-Fool”.

4} | Software should be provided with manual adjustment of parameters which are fiber angulation adjustment, minimum FA threshold minimum fiper

|5 el 4 sl

=
|

S el I 15,0 s

i
L iength to track the particular (or intarested) fiber tracts with more precision
e l Software should be provided with live fiber tracking functions for more interactive and real time.
3D l Distortion Correction Cranial |
a) Software should have mare accurate anatomical co-registrations through local deformations based on multi-ROI rigid fusions Image Fusion with —‘
= | dislortion correction possibilities for cranial MR data sets. There should be direct comparison corrected with conventional results through toggling
bl

coftware Should ensure inherent distortions of the short DTI MR sequences are cofrected based on higher resolution MR scan to provide DT data for
| finer tracking with improved anatomic precision, ultimately resulting in fibers being more accurately visualized.

£) | Snould have Adaptation of distorted MR against reference MR (e.g. DTl 10 T1) as well as MR to CT

47 | Should support Generation of an adapted, artificial DICOM data set co-registered 1o the reference data set

I a) n <houid have Automalic content update like objects and landmarks according to the new registration field ﬂ

fi | Should Supports automatic and interactive segmentation on new data sets

\ > \‘3/&:
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) [#t should have Colored deformation grid highiights local deformations for detailed inspection

~h) | Software should have Amber-blue color overlay and spyglass functionaiity complement the verification tools
il ) SCARISRTS

IE | Software for BOLD MRI MAPPING

=i | Software for BOLD MRI mapping showing motoric & speech funclional areas of brain should be provided
B;—ﬂﬁéuld have Automatic import of DICOM BOLD MRI data
1 | it'should do Pre-processing of data incl. mation correciion, siice time correction and smoothing

4 | Saftware should provid fiexible definition of different functional paradigms

" &) | Itshould support block-designed paradigms for molofic and speech areas

“§ | i should provide automatic detection of functional activations

gl | 'tshould provide lime sefies view for verification of signal to paradigm correlation.

f it should provide Interactive selection and display of functional areas and regions of interest

)
T i should have capability for conversion into 3D objects for use with other applications including navigation

e

h Il should have brain surface (Cerebrum) segmentation for enhanced orientation in 30 view

¥ | it shouid support BOLD MR data from Siemens {incl. Mosaic DICOM image format), GE and Philips (incl. Enriched DICOM) MR scanners

=t e

5 Ultrasound Integration:

]
1
:

al | The Navigation software should have compatioility wilh existing 3D Ultrasound from BK Medical that have color map & Doppler capabilities. Digital
integration of Navigation with BK5000 should be there to avoid attenuation of signal during transmission. This feature is must

=
|

b) | Ulrasound navigation software should be provided with plug and play Tacility |.e. there is no need 1o Integrate or calibrate ultrasound probe with
navigation software each time during surgery.

X

c) ] Ultrasound navigation software should have ultrasound inline view {real-time ultrasound data superimposed over pre-operative e.0. CT, MRI data )
| which enables the clinician to diagnose {he brainshift intra-operatively at any point during the course of surgery. Also, ultrasound Inline view should
| facilitate to view pre-operative plans such as fiber bundles, tumor contouring etc

d) —I—Snﬁwara should be able to acquire 3D Ultrasound volumetric data (ACS) intra-operatively and further should be able to navigate on this acquired real-

~ &) | Software should be able to merge two recently acquired 3-D ultrasound datasets and then, overlay the same on any available imaging data to

ume 3D Ultrasound data.
‘\ navigate with enlarged volume of real-time ultrasound data.

i T Sofiware should be capable of viewing the resection progress i.e. software should have facility to view two most recent 3D ultrasound datasets
superimposad over the CT/MR data in axial, coronal & sagittal views.

B g}j SoRware should have the adjusiment for Increased transparency view for projecting underlying MRI

5 ‘Wth LTRASOUND image overaly TO MRI automated rigid fusion between the precp MRI image and the intraoperative 3D ultrasound image,

allowing you to update the registration and navigate on the most up-lo-date patient anatomy. it Should Provides functionality for an automated rigid
| US-MR fusion with a sufficient accuracy to update the US-MR registration

“hi | Software should have threshoid adjustment view for highlighting echogenic structures.

6 | Instruments for Cranial Optical Navigation:

~a) | Reference rames. Unsterile: 1, Sterile:1. The cost must be quoted upiront for each frame.

o) | tavigation Pointers. 3, Unsterile 2 and Sterile 1. The cost must be quoled upfront for each navigation pointer.

4) | Touchiess Laser Navigation Pointer: 1. The cost must be quoled upfront for laser pointer.

&) Surgical instrument integration with diameter, length and instrument trajectory using instrument adapters (S, M, L, XL clamps and ML, L. XL arrays] -

| 1 Set. The cost must be guoled upfront for each item.

ii | Calinerated Adapier for Cylindrical Instruments. The cost must be quoted upfront

a) Navigable stylet for Ventricular catheter for Shunt Placement: 2 The cost must be quoted upfront for each stylet.

.' Fiducial Markers- 100 Pcs. The cost must be quoted upfront for a pack of 50 fiducial.

| "80 Ghons/ Marker spheres. - The cost must be quoted upfront for a pack of 50 Glions/marker spheres.

it | Kl sieniizable mstrument sets must be supplied with auto-clavable instrument tray. The tray must be customized for the instruments so that

instruments are not damaged. There should be slots for each item and must have protective rubberised material to avoid any damage 1o instruments.

T lnteg'ﬁfad Biopsy Solution must be provided with the system. The system should include a frameless biopsy system with navigable
needles

1 It should have Fine-adjustment for navigated frameless biopsies, shunt placements & endoscopic examination guided by the navigation system

12 1t Should allow precise oniine tracking according to the pre-planned trajectory

G N > \Q/@ZW
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3 Should adapt 1o fit cylindncal instruments, including biopsy needies and endoscopes, of 1.8-2.0mm,2.0-2.5mm,2.5-3.0mm,3.0-4.0mm and 4.0-
5.m_m,5.ﬂ-6.0mrn.ﬁ,u-?_0mm.?.o-a.ﬂm { 8mm - 8.0mmjand up 1o : Holds instruments with a length l:_l%r up to 35 cm.
. |4 Sofware wizard should be user friendly and allow the Surgeons 10 easily perform the biopsy with the desired accuracy.

11t will be preferable to have a system thal allows the integration of recalibrated biopsy needies as well as auloclavable reusable needles availabie in
the hospital.

2 10 Biopsy neadles must be supplied with the system,

1 3 General Terms & Conditions
al | Sysiem should have a 2 year warranty foliowed by annual CMC with spares for 310 10.

b) The principal has to certify that spares and support shall be availabie for next 10 years.

| Dem navigatl isfacti is to be held in neurosurgery OTofC. N, Center. |
g Demonsiration of the navigation system is a must 1o the satisfaction of the user. The demonstration is in ne ;

} Machine must be Diovidag'!ur 15 days or more so that it can be evaluated by all the faculty members. Neuro navigation system during the
demanstration will be assessed for -

|1 Accuracy and Precision _

|~ Figucial Registration Error (FRE): Measurement STihe error batween the physical fiducial markers and their digital representation.
. Targel Registration Eror (TRE): Accuracy in reaching target points within the brain.

" Ouarall System Accuracy: Assessment of the system's ability to maintain accuracy throughout the

B

procedure.

2. Ease of Use and User Interface

~User Interface Intuitiveness: Evaluation of the ease of navigation and user-friendliness of the interface.

— ustomization Oplions: Availability of customizable settings for different surgical procedures.

LLeaming Curve: Assessment of the time required for the surgical team to become proficient in using the system.
[ 3. System Integration

" imaging Modaity Compatibility: Compatibility with different imaging modalities (CT, MR, DTI, BOLD etc.).

—

~Seamiess Integration with Operating Room Equipment: Integration ~ith microscopes, endoscopes, C-arm, and other relevant equipment
k - Data ImportExport: Efficiency in importing/exporting patient data and imaging for preoperative planning and postoperative analysis

4 Real-Time Tracking and Feedback

- Tracking Accuracy, Assessment of the system's ability to accurately track instruments and anatomy in real-time.
~Latency. Evalualion of any deiay between instrument movement and system response.

| Fendback Mechanisms. Availability of visual, tactile, or auditory feedback during procedures. Eg.

| Buershooting a target while doing biopsy.
I 5. Workliow and Procedure Planning
_Preoperative Pianning Tools: Quality and variety of tools avalable for preoperative planning {segmentation, trajectory planning. etc ).
[~ Intracperative Workfiow: Evaluation of the system's support for intraoperative adjustments and

decision-making,

| M

5

B2

~Procedure Documentation: Gapability to document and record procedures for training and review.

- Ergonamics of the cart and camera arm elc.

- Quality of cart, camera arm etc. and their sturdiness.

" 6. Safety and Reliability

" Error Handling and Alerts: Assessment of the system’s mechanisms for detecting and alerting errors.
\ - Sterility and Hygiene Compliance: Compliance with sterilization standards and ease of maintaining

| sterility.
| 7. Supporl and Service

| - Training and Support: Availability of training programs and technical suppont.

| - Serviee and Maintenance: Evaluation of the service and maintenance plans offered by the vendor.

I Warranty and Upgrades. Assessment of warranty coverage and options for future software/hardware upgrades.
| 8. Demonstration Scenarios

|~ Case Complexity. Variety of cases demonstrated (simple to complex). 41

= o
(- M/ o

g
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=T+ Ciinical Relevance: Demonstration's relevance fo typical and challenging neurosurgical cases.

|

| - Integrstion of the machine with existing ultrasound in the neurosurgery operation theater and its user friendliness will also be assessed

d) | Proper training to OT technical staff should be provided.

—_—

&) | Service engineer should be made available as and when required within 24 Hours for onsite support in Neurosurgery OT of the C. N. Center of AlIMS. |
| Service team should be based in Delhi/NCR region. The vendor should have a good service and application backup along with instruments o provide

| an effective troubleshooting and suppor.

fi | The cost of all spares and consumables -Brain biopsy needie, Jamshidi needle, reflsctive/marker spheres, navigation arms. navigation pointers,
hatteries elc. should be quoted upfront and should be valid for 10 years. In case ihe cost is net quoted upfront and the part is required after
consumption of after damage then the company will be bound to supply it free of cost.

least 5 installations in government institutes/hospitals

g) | tAanufacturer or their subsidiary of authorized dealer who is quoting should be present in India Having Selling experience of more than 5 years with al

R | innocase the instrument should remain in non-working Zondition for more than 7 days. beyond which a penalty as the per the rules of the institute wﬂl_ll

l b e

of tha instrument.

| All technical bids comparalive statements 1o the tender specifications must be enclosed along with reference no. paragraph no. from onginal catalog |

!

I | The L1 bidder will be calculated based on the cost of machine and saftware for the mandatory requirement plus the cost of 100
: fiducialsiglionsimarkers and cost of 10 biopsy needles.

k) | The company is obligated 10 provide the latest version of the aforementioned software, including any upgrades or newer Versions, to the Department

of Neurosurgery at AlIMS at no additional cost during the period of use of the above machine Le. 2 + B years.

1| Machine must have USFDA/CE/Equivalent indian certification for neurosurgical use

| items given below are optional, The cost of each software or hardware should be quoted upfront in the tender. In case the need and
| requirement is there, the department can purchase these at the later date

| Optional Advance Add on Upgrade Hardware and Software on Navigation System

_given below

1 | System can be used as a standalone navigation system and aiso as per Ciinical requirement can be added with Rabotic Positioning Arm 3s per brief

a) | Should have articulated arm with seven joints enabling seven degrees of freedom

b) | Should have kinematic Gesign with human arm dimensions suitable for efficient )

&1 | Snould Fave fully integrated computer unit and is ready to use within seconds due to a short booting time,

" d) | Should be OR. table mount with a stabilization brace which gets altached {o the contralateral OR table rail 1o increase stability

5] | Should have lightweight design (Less than 20 Kgs) for effortiess setup and use

Y | Should have seven LED rings display joint status

@) | Should have manual retraction from surgical sile in case of emergency

h) | Snould have automatic locking of individual arm joints once target position is reached

il | Interface software between the robotic arm system and the navigation system, handies communication, serving interface of the arm and attached

modules. Automatic detection of arm system via network connection, Selection of movement control mades {touch strip settings),Locking of arm 1o
avoid unintended movement

i1 | Alignment Software should provide Visual guidance for alignment to closest trajectory

k) | Thers should be warning and display of deviation if there is any unintended mavement

) | Instruments allowing the abiity to perform transpedicular drilling with the robo/ariculated Arm should also be supplied

“m) | Aignment Software should aiso have Visual guidance for return to previously stored end position

)| Itshould have automalic locking of individual arm joints once target position is reached

a) | Should have no positional shift after loss of power

o) | One set of MIS instruments should be provided.

) System should integrate the existing rigid instruments based on 3D geometry of instruments of various companies, their diameters and length.

11| Disposable drapes for sterle use of the Robot should be provided (20 pcs)

s) | One stop emargency power off button

2B e ROBOTIC ALIGNMENT MODULE

G

e N M %3/&/
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a® | The robotic module should be able lo align a working channel lo 3 preplanned trajectory made possible by additional four degrees of freedom which
are motorized
& | The module shouid poriable and light weigh less than 1.5KG with the working space: +/- 10 mm and +/- 10°

c) | portable and light weight design - less than 1.4 kg

41 it has multiple butions to control navigation workflow steps with the Module

21 | Power and data supply are handied by the Arm System, no additional cables are needed
ic | K CRANIAL Robotic Alignment SOFTWARE el

“a) | Robolic alignment software for Cranial provides visual guidance fowards region of interest with a dedicated drill guide and helps keeping incisions
small Special biopsy anchor for the skull adds stability to the setup and pre-calibrated biopsy needle with guite tube facilitate seamiass performance

5y | Surgeon can seiect pre-planned/aciive trajectory from sterile field and Bone-ruler enables measurements of the skull thickness at the current |

irajectory 7 ; G Wi
¢) | Realtime tracking of robotic instruments (and biopsy needies) allows l:lninturrup|ed verification of effector accuracy. Deviation monitanng with |
. ‘ adjustabie threshold warns user in case of deviations from planned trajectory |

" h) | Depth stop for Cranial biopsy drill bit

e | Pre-calibrated marker geometry tracking array cranial for cranial robotics
T3 | Steriization tray for safe. efficient sterilization {autoclaving) and storage of the cranial biopsy accessories for robotics
e —————

& E CRANIAL DISPOSABLES (10 cases)

a) | Disposable biopsy needie (5 PCS x 2}
“b) 'l_nﬁﬁame %l wilh Robatic alignment module and a sterile drape (5 gty x 2) =
c) | Biopsy guide tube cranial for robotics (10 gty)

d) | Biopsy bone anchor Cranial for Rebotics
) | Drill bit Cranial 3 4mmi3.8mm (10 aty)

2.F | CRANIAL SEEG Alignment SOFTWARE
“3) | Should have the Image-guided surgery software for placement of SEEG anchor bolts with Robotic Arm
“b) | Should have Ihe Graphical guidance for easy positioning of the Robotic Alignment Module. ___]
¢) | Rea-time tracking of nstruments mounted on robotic arm (and SEEG needes) allows uninterrupted verification of instrument accuracy |
d) | Deviation moniioring with agjustable threshold warns uset in case of deviations from planned trajectory. ‘1
~{, T Swiching between aciive trajectories with the buttons of the Rabotic Alignment Module. '
a) Bone-ruler enables measurements of the skull thickness at the current trajectory
2.6 SEEG instruments (10 cases)
~a) | Cranial instrument Holder and Tracking Array with 7.5 mm guiding diameter =u

B) | SEEG Drill kit PMT 2.1 MM/2.4mm / DIXI AD-TECH (10 CASES)
" 2.H | i SPINE Robotic Alignment SOFTWARE

" a) | Robolic alignment software for Spine provides visual guidance towards region of interest with real-time tracking of instruments including trocar for
| drilling preparation and drill guide. Automatic alignment Lo planned screw lrajectory after arm positioning. The drill guide teeth designed for forceless
_anchoring on the bone and length suitable for various patient anatomies

b) | Seamiess workflow with navigalion-ready instruments including tissue protecting trocar for minimally-invasive spine surgery. It provides stable
J procedure support when locked in place after alignment and with sharp teeth anchoring on the bone. Vendor-neutral compatibility with multiple implant
sets
PR 1 SPINE INSTRUMENTS |
a) Tﬁstrmmnts such as drill guide tube and drill bit of sizes 2.4mm, 2.6mm, 3.2mm should be provided. (3 sets)
b) | Pre-calibrated marker geometry tracking array spine for spine robotics

¢) | Preparation trocar 6mm with depth array for spine robotics

) Dril guide depth control setting of maximum drill depth

B F:eﬁﬁz‘ﬁiﬁm tray for safe, efficient steriization (auloclaving) and storage of the spinal drilling accessories for robolics
T3 SPINE DISPOSABLES

! |

D & (}&ﬁ’/

|
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7 |.Dwaosable kit with Robotic alignment module and a sterile drape {(5qly x2)x 5 = 50 aty. ]
“| Advanced Planning Software's (Optional) )
TR e STEREOTAXY SOFTWARE WITH LEAD LOCALISATION:
3 'aj_]'m System should aliow Stereotactic localization ST MRICT images and Intuitive definition of AC, PC and mid-sagittal-plane for Stereotaxy planning JI
b) | It should support Definition of the trajectory (Target and Entry) in AC/PC relative Coordinates (Distances and Angles) =
) ‘I Tatgat and Entry should be displayed in AC/PC and DICOM image coordinates . e
dy | Should have Automatic localization of the 3D objectishape of the implanted lead from the post- operative CT datassl ,
itsh ault ization of the 30 objecy " This localized lead can be
& | it should allow automatic localization of the 3D cbject/shape of the implanted lead from the post-operative CT dataset .
il nked 1o the 3D Basal Ganglia segmentation in the planning for visualization of the contact point by the user so thal further neurological programming
| can be performed =2
T I{ should have Automatic Patient specific Multimodal 3D segmentation of Basal Ganglia and integration of the same with Sterectaxy planning is a must
q) it should allow Multi-modal image based trajectary planning in stereotactically unlocalized images prior to surgery
h) | Snould have Automalic calculation & PDF print out of specific arc settings

~5,~ 1 it should have Flexible 3D shapes for case-specific irajectory Visualization (e.g. DBS leads, SEEG electrodes, shunts, )

=
—
PE

“m) | Stereotaxy software should have Combined visualization of supplemental information such as Fibertracks, Muciei and Leads

i Should overlay a model of microelectrodes and DBS leads onto surgical plans providing visualization of lead and contacts relative to the target and
surgicalplans |
T Should Fave Manual editing of detected lead position .

| Stereotactic software should be fully integrated with MR Cramial Distortion Correction software

n
==

Al Software for DBS and sEEG should be from the same brand which supplies the navigation system
It should Support the below mentioned stereotactic frames, localizers, and ring and arc configurations to meel specific procedure needs.

—Fntegrae CRW® - CT and Luminant localizers/

)

T Elkia™ Leksell®- CT and MR localizers (G frame and Vantage)/
T Inomed® ZD - Rev R, and Rev U localizers |

| Snould Support various mounting orientations for supported frames (e.g. lateral-left, lateral-right sagittal-anterior. sagittal-posterior) _!
B "i"'§-;.':.u|d have adjustment of planned trajectory entry point in 3D skin reconstruction view of volumetric data '
1" [l shouid have different viewing layouts to plan, verify the trajectories and then compare the preoperative and intracperative imaging data (bimodal
VEW) |
5] | Snould have software generated pre-defined margin for safe planning of trajectories 4'
3B ; Automatic Patient Specific Muiti-modal Segmentation of Cranial Objects |
] I Automatic segmentation of patient specific anatomical brain structures on MR and CT- data sets
~Bj | Thorough Anatomical Mapping based on Synthetic Tissue Modsl
8 ‘ Patient specific segmentation of Cranial objects B
T d) 1 Segmentation should be based on multipie types of MRI (T1, T2, FLAIR) images of the same patient
2} | Teaching tool for visualizalion and identification of patient's Brain anatomy in diagnostic images
| Eustomizable list of objects to be segmented depending on workfiow and clinical protocol
a) { The list of segmented objects should include Amygdala, Brainstem, Capsula Externa, Capsula Interna, Central Sulcus, Caudatus, Cerebellum,
Cerebrum, Cochlea (CSF, Chiasm, Corpus Callosum, Geniculate, body, Globus Pallidus, Gray Matter, Hippocampus. Hypothalamus, Left Amygdala,
| Left Capsula, Externa. Left Capsula Interna, Lefl Caudatus, Left Globus Pallidus, Left Hippocampus, Left Lens. Left Optic Nerve, Left Optic Tract, Left
Putamen, Left Thalamus, Optic Nerve and tract, Pineal Gland, Pituitary Gland, Putamen, Right Amygdala, Right Capsula Externa, Right Capsula
Interna, Right Caudatus, Right Globus Pallidus, Right Hippocampus, Right Lens, Right Optic Nerve and Tract, Right Putamen, Right Thalamus,
Temporal lobe. Thalamus, Ventricles, Vessel. White Matter, whole Brain, Facial Nerve, Precentral Gyrus, Postcentral Gyrus, Skin, Trigeminal Nerve,
Vestibulocochlear Nerve, Eyes
T h) “n shouid offer Immediate dala processing upon patient selection
3C | Automatic 30 Basal Ganglia Segmentation
a) it should be Autematic MR-based multimodal segmentation of 3D structures in the basal ganglia region
b)

~ il should be based on Analomical Mapping based on Synthetic Tissue Model and it should do Immediate data processing upon patient selection

@Z/M/} %/D’ W
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& |<The list of segmented objects shouid include Globus pallidus internal &external, Nucleus ruber, Substantia Nigra compacta & Reticulata, Subthalamic
Nucieus, Veniral Tegmental Area, Ventral Intermediate Nucleus, Zona Incerta

D | Software for Surgical AVM planning & Navigation (if applicable)
3) | Software should provide AVM resection planning in Frameless workflow )
by | it should provide view layouts with 2D-DSA angiographies fused to 3D angiographies. combining vascular flow information with anatomical information
& | it should provide "Angio + ACS" view and "Angio + MIP" view for very clear AVM outlining & pianning

' Fll T should have Frameless co-registration of 2D angiography data and 3D vascular image sets

" g) | Itshould provide support of multiple 2D DSA acquisitions: frontal, lateral and oblique angles to support the outlining from different perspectives
N i shouid have manual selection of 20 and 3D fusion pairs enabled

g) | It should have selection of ROI {LefRight, Basilar Artery) to support the co-registration
" h) _‘l "It should have colored visuaiization of blood contrast fiow for better recognition of early and late contrast phase
~ 1. 1 it should provide further usage of co-regisiration in navigation workfiow.
o I [l should have quick and easy interactive 3D contouting tool for outlining of cranial vascular structures
“ % | it should have side-by-side outlining on 2D DSA images and fused 3D image series _,“
[y it should provide delineation of clinical target under consideration of dynamic contrast flow
“m) | ltshould provide visualization of 2D DSA projediion as Color Intensity Projections
“n) | It should have proposal of nidus object
s | It should have capabilty for seamless outlining and fine-tuning of abjects with SmartBrush, 20 and 3D Brush in 3D image data and in DSA projections

") | lishould have dedicated view layouts with selection of various fused 2D DSA pairs |
") | 11should have capabilty for creation of multiple nidus objects for staging and follow-up |
T l L shauld have further usage of vascular object in navigation .

o

Spine & Trauma Navigation:
| &ystem should be provided with Sterile-wireless user inierface communication device or a sterile remote for acquiring the points independently

Sysiern should ofier @ simple patient registration with few defined anatomical landmarks on an operating bone and rest all registration landmarks
should be randomly acquired

t) | Sysﬁem should support the patient registration based on pre-planned anatomical landmarks on 3D mode! of patient CT imggas and guide the surgeon
{6 acquire the same during registration tor small bony anatomies like cervical spine. Also, software should be able to identify that planned landmarks
are on the bone for acquired registration.

d) | System should also guide the surgeon on deviation from the planned trajectory of the screw. Real-time information on angle and distance to target
| should be provided by the system —

&) | Software should be offer Simultaneous navigation on multiple fused datasets 7|
", | Seftware should be able to co-register the CT and MR imaging data and navigable with MRI images during spine tumor navigation procedures |

dialog box to correct the orientation.
3] | Software should be able to view the planned trajectory of the screw al various depths.
) Real-time tracking and 20/3D visualization of a pointer and of up o 4 instruments simultaneously in various views.
1 System should be implant independent wherein SCTews from any implant company can be used for navigation.

] System should be an open platform allowing the use of instruments from any implant company. The instrument calibration should use a calibration
matrix to calibrate any rigid instrument for its length, diameter and vector and 3D simulation o the instrument or the screw should be displayed an the
navigation screen while navigating with the calibrated instrument or screw.

q) | Software should be able 1o detect left-right lamina swap if laminas are swapped accidentally during registration process .it should open an onscreen EI
4

K} Software should offer reference array movement detection feature to avoid potential inaccuracy caused
~ 1 due to the movement of reference array

Software should offer auto pilot view for the Screw navigation
Software should offer cine view which plays through the slices on which planned screws perpendicularly intersects

o) Software should provide a variety of navigation view options like Inline view, Probe's eye views, 3D view, DRR view, Cropped DRR view, Autopilot
view, Spot View for planning and safe placement of the screws 2

(= b M ((@/;’/
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k

L

o7 | #®anning Software to automatically labels vertebrae for 2D

iabeling. suggests measuraments on 2D images (AP ILAT

and 30 datasets (CT,
). e.g. kyphosis angle and proposes screws fram 1
thass serews on CT, CBCT and MR. Also support of anatomical variations within the Spine e.g., LB, T13. Automatic

CBCT, MR), and alternatively manual labeling and correction of
cervical to sacrum incl.

rod visualization and rod length

estimation, Differenl screw visualization oplions, Automatic report for planned screws & measurements

)

17it should have Digital Recording capabilities inbuilt into the navigation system without requiring any other devices th

us keeping the OT clutter free

r;_ |

Pedicie and Lateral

|

48

|

it should be able to incally record the procedure in digital HD quality of any display content (e.g. navigation software, microscope or endoscope uideui.—]
_— Automated Screw Planning Software:

al | Software should be capable of Manual planning of any type of screws on CT. XT and MR imaging modalities

ﬂ

b) Automatic Screw planning of thoracic and lumbar
| automatically based on anatomy

pedicie screws on CT in which software proposes, plans and

places the screw digmeter, length

-tz

d) ] Software should be capable of showing different

Software should be able to visualize rods and rod length estimation automaticaily for proposed pedicle SCrews
screw visualization options i.e. detailed shapes or standard trajeclories screws

e)

Planning Scfiware to automatically jabels veriebrae for 20 and 3D datasets (CT, CBCT. MR). and

' Ziternatively manual labeling and correction of labeling. suggests measurements on 20 images (AP /

| [AT). e.g. kyphosis angle and proposes screws from cervical to

sacrum incl. Pedicle and Lateral Mass

| "zcrews on CT. CBCT and MR. Also support of anatomical variations within the Spine e.g., L&, T13.

~ | Autcmatic rod visualization and rod

length estimation, Different screw visualization options, Automatic

repont for planned screws & measurements

ac |

Software of Segmentation Spine

“a) | Automatc segmentation of anatomical venebrae. spinal cord and spinal canal on CT data sets

~b) | Objects are created for each anatomical structure, which can be visualized in spine pianning, navigation

and augmented reality applications

4

"¢ | Thorough Anatomical Mapping based on Synthetic Tissue Model

T ‘ Aulomatc body part detection like :Spinal Canal, Spinal
Vertsbra CO7, Vertebra LO1, Verebra LOZ, \erebra LO3,
'| Verabra T04, Vertebra T05, Vertebra T06, Verebra TO7, Vertebra T08,

Cord, Vertebra CO1, Vertebra C02, Vertebra CO3,
\eriebra LO4, Verlebra LO5, Vertebra S,

Verebra C04, Vertebra CO5, Vertebra CO6,
\ertebra T01, Vertebra T2, Vertebra TO3,

Veriebra T09, Vertebra T10, Vertebra T11, Vertebra T12

e) | Cusiomizable list of objects to be segmented depending

on workflow and clinical protocal

fj | immediate dala processing upon patient selection configurable . |
~ 5 | Instrument for Spine Optical Navigation: |
a;_'i Basic spine referencing set

Precaliberated awl, pedicle probes -lumber and thoracic.

—5;
M)

Accessory Package for Minimal Invasive Spine Surgeries

“d) | 90 Glions/Marker spheres

B

Video Documentation Software

| MICROSCOPE INTEGRATION:

“a) | Tavigation System should be capabie of Integration with Navigation Ready latest Microscope from

‘ be available with the vendor currently and the vendor should provide an

cutrantly released and available, however the

Leica / Zeiss / Haag Streit. These features should
authorization from the manufacturer confirming that these festures are of

department can decide 1o purchase these features at a laler date

The sysﬁt?n should have Multicalor HUD which allows to allocate different colors lo different organs in contouring.

tlicrascope integration to provide Compensation for anatomy shift by matching

anatomy seen. This integration should have the capability for the
structuras include analomical objects like vessels, fiber tracts,

vessals (Maximum Intensity Projection) o planned objects with

Microscope to Autotrack painter & autofocus accordingly. These Augmented
trajectories and points. Visualization of these augmented planned struclures injected as

5.

Should allow to Tag region of interest with Set Pin'/

, ‘Deiete Pin’ and help Move to stored Pin in six degrees of freedom. It should help to stay on Pin
n six degress of freedom and follow navigated instrument tip. It should also Align with navigated instrument's

axis in six degrees of freedom

B) ]
€l 'l
l semi-transparent volumes into ocular
3} }
e |

with smart autofocus)

The Navigalion system should have the software that aliows microscope Automatic follow and focus 1o navigated instruments’ tip (i.2. tool tracking

— |
fi \ The Navigation software should
with available microscope model

I al department (ZEISS KINEVO 900)

have the Augmented Reality feature with Robotic Movement {6DOF) functionality for the Robotic Visualization System |

N
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¢ OTHER TERMS & CONDITIONS |

E The Original Equipment Manufacturer (OEM) provide an undertaking affiming their responsibility to ensure continuous service delivery throughout the
‘ warranty and CAMC periods, even in the event of a change in the authorized distributor /vendaor for any season. |

5| Accessories & Consumable: |

I The price list of all spares parts, accessories, consumable iterns (required lo USE on machine) should be quoted separately in the financial bid semnnj
(PDF) and the quoted rales will be valid till the warranty & CAMC pericd (i.e. 10 years) from the date of instaliation of equipment. If, the price of any
| 5pares, consumables/accessofies/pars not quoted by the ﬁ:n in ;I:le price bid and will be required in future to run the system, the same has to be
supplied by the firm at free of cost without any further term & conditions . B — —.
3 E{t?ﬁ%réiéirf& existing 57 Navigation Machine (Sr. No- NO1056088) Model- Stealth Station S7, make. Medtronic Trading NL BV. Netheriand
instalied in 2012 is lo be sold under buy-back basis The reserve price of tnb_equipmenl‘s @Rs.a.zs.nnm-. The vendors are adw;ed to see th_rs B
' equipment's with prior permission of HOD, Neurosurgery and must qun_lu their buy-back price {must not be less than Reserve price) in the price
| section & BOQ The buy-back price will be consigered (minus) for ranking purpose.

2 | a Theproductorits <ariier model should have been marketed in india during last for at least 2 years.

| b The parent company should certify that the quoted product is not going to be out of assembly line for a least 10 years from date of quotation
| e The parent company should give an undertaking to provide the spamﬂmmm.'mnsmnbm. required to run the equipment, during the
.I warranty & CAMC period, a5 and when required basis

—

~ 174 T the equipment is software based and new software is introduced within five years. all the updates will be provided by the OEM/Supplier at free of
_cost

5 | GComplance Statement: The vendor must provide, in tabular form a comparative chart of the required technical specification and technical ;
| specification of the quoted product. The vendor must give the relevant page number and paragraph r}umbﬂ. in their literature regarding that technical
information in the technical bid. Merely stating *complies” or meets requirement” will lead to assumption that the quoted product does not have the
required feature
T B imponant Conditions:

The bidder musl quote rates of equipment with 02 (two) years onsite Comprehensive warranty {Including all spares, all accessories, batteries,

all 3rd party items and labor) from the date of Installation of equipment. Further bidder must quote rates of Comprehensive annqai Maintenance
Contract (CAMC) Including all spares, all accessories, batteries, all 3rd party items and labor, for 3rdto 10th years, after expiry of two years
comprehensive warranty. In case, bidder not quoted rates for CAMC, it will be treated included and must be provide 10 years comprehensive warranty |
within quoted rates of equipment. No CAMC proposal will be considered later on. |

o apment No CAM poposal vl e conslered e e T oo

Hote: - The cost of equipment and Software for the mandatory requirement + Cost of 100 fiducialsiglions/markers + 10 biopsy needles +
CAMC (NPV) - buyback value {inclusive of GST), will be considered for ranking (L-1) purpose.

e L1 bidder must submit copies of previous supply order placed by AIIMS, New Delhi or any other Govi reputed Pvi. Hospitals/Organizations
| within one week of receiving the information for asceraining the price reasonability of quoted eguipment/instruments.

T_ The principal firm has to certify that spares, consumables, accessories & support shall be available for next 10 years.

B I_1_l will be responsibility of the vendor to submit proposal of CAMC at least 6 months before expiry of warranty period and previous CAMC
—

| ifdesired by the TSEC, Demonstration of quoted product would be mandatory at AlIMS, New Deini premises. Only seven days’ period will be given
| tor preparation of

=i

ey i o

~1 damo unil and nol further extension will be provided. All bidders are advised 1o keep ready their quoted product for demonstration, None attending
| demo meeting/non- demonstration of quoted product, the bid will be summarily rejected. Machine must be provided for 15 days or mare so that it can
| be evaluated by all the faculty members, failing which your bid will be disqualify/rejected.

|
.

10

Broper raining to Technicalirelated officials for the proper use of the equipment, must be provided by the company/vendor at free of cost
l' Server-Based Treatment Planning Software for Contouring and Data Enrichment with two Concurrent Session for Gamma Knife and Neurosurgery

Planning
1 L The software should be:-

I_Eu friendly and intuitive
M Server based planning can be done via any PCiLaptop within the network. A Dedicated Workstation should also be provided to access all the license.
. Tl shauld have the facility for remote workstation planning which will allow mulliple user accou
i andplanning.
‘ | Includes session showing & team planning functionality for simultaneous access to any of the concurrent active treatment plans by 2 different user
| accounts, supperting, collaborative, remote plan review & team discussion.

| System should be able o dispiay 3-D image of patient anatomy with volumetric information.

nts and at least 2 concurrent users 10 work on the dala

= 1,1. [ Advanced 30 Contouring Software (two Concurrent Session)
1 j Should be a Quick and easy inte

i ractive 3D contouring tool for outlining of pathologies and anatomical structures in medical images

[

0, WA MO

. &

10

File No. 167/CNC/NS/2025-26/st. (Computer No. 3334702)

Generat i
ed from eOffice by REENA SHARMA, REENA SHARMA, DATA ENTRY OPERATOR, AIIMS on 29/06/2026 04:40 PM




2385483/2026/140

Software should offer an Instant volume generation by outlining on just two orthogonal slices using multi-medal "Side by Side" or axial, coronal and
sagittal view configurations

it should offer Intelligent contour propagation with ambient edge detection supporting various CT, MR or PET sequence

Should also have Slice-by-slice contour review using Gallery View layout

Should have Automatic creation of "Volumetric Repart” PDF files per object with representative screenshots and details on geometrical

It shauld have fas! contour adaptation and should have Intuitive user interface wilth both mouse and touch control compatibility

!
} measurements like volume, RECIST and Macdonald criteria
f
L

1.2 Advanced Image Fusion Software (two Concurrent Session)

Software should offer fast and precise fusion based on mutual information algorithm and helps enables to exploit all anatomical & functional data sets
smultaneously

“Software should offer fusion of numerous modalities including CT, MRI (T1, T2, FLAIR, MRA), PET, SPECT)

it should have aulomatic pair selection with instantaneous pre-alignment and fusion. A possibility of manual fine-adjustments in all dimensions should
also he provided

it snould have definition of a "Region of Interest” in all dimensions to exclude areas from fusion

Software should offer Color overlay in amber-blue and Spyglass functionality for reviews

| It should have ability to fuse a series of image datasets from different modalities and points of time

1.3 | DTI SOFTWARE (two Concurrent Session)

Software should support multiples views like Brain Projection View, 3D-view, ACS-view, Interactive Tracking, ROl Templates. The Brain projection

F_ DTi software for visualization of all information together with planning procedures
i views should be available while visualization of fiber tracts. Should have both Deterministic DTI- and probabilistic CSD-based tractography
|

Software should have Fiber tracking ROI templates for specific cranial white matter tracts, based on universal atlas. Default templates (o be included:
Arcuate Fasciculus Left, Arcuate Fasciculus Right, CST Motor Left, CST Motor Right, DRT Crossed Left, DRT Crossed Right, DRT Uncrossed Left,
DRT Uncrossed Right, Hand Motor Left, Hand Motor Right, IFOF Left, IFOF Right, ILF Left, ILF Right, Optic Radiation Left, Optic Radiation Right.
Tumor-Adjacent Tract. It should also have feature of user defined Fiber templates

It should have Fully automated DICOM DTi Data Preprocessing including De-naising, Motion- and Eddy Current Correction

1l should have Region-of-interest based tracking of DI data

| Saftware should have capability for conversion of results into 3D objects for use and export to Navigation.

it should have intuitive user interface for manual adjustment of tracking parameters and instant update of fiber tracking results

171t should have Automatic calculation of colored fractional anisotropy (FA) and anisotropic diffusion coefficient (ADC) maps

| It shauld support of DICOM DT data from Siemens, Philips, GE and other manufacturers using standard DICOM MR diffusion information (at least 16
_l_and up to 256 directions)

{7 | Sohware should provide multicolor output to Fiber tracts according to their diffusion direction,
| e separale fiber color for each tracts from (1) “Lefi-Right”, (2) "Anterior-Posterior”, (3) "Head-Foot”.

The software should include a parameters menu that lets you choose between two tracking methods: CSD (Probabilistic) and DT (Deterministic). If
50 (Probabilistic) is selected, the available parameters will be Minimum Amplitude, Maximum Angulation. If DTI (Deterministic) is chosen, the
| available parameters will be Minimum FA and Maximum Angulation.

Software should be provided with live fiber tracking functions for more interactive and real time.

1.4 Automatic Patient Specific Multi-modal Segmentation of Cranial Objects (two Concurrent Session)

" | Autematic segmentation of patient specific anatomical brain structures on MR data sets

| Thorough Anatomical Mapping based on Synthetic Tissue Model

| Patient specific segmentation of Cranial objects

[ Seqgmentalion should be based on multiple types of MRI(T1,T2,FLAIR) images of the same patient

“Teaching tool for visualization and identification of patient’s Brain anatomy in diagnostic images

| Customizable list of abjects to be segmented depending on workflow and clinical protacol.

W] 7
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The list of segmented objects should include Amygdala, Brainstem, Capsula Externa, Capsula Interna, Central Sulcus, Caudatus, Cerebellum,
=+ | Cerebrum, Cochlea, CSF, Chiasm, Corpus Callosum, Geniculate body, Globus Pallidus, Gray Matter, Hippocampus, Hypothalamus, Left Amygdala,
Left Capsula Externa, Left Capsula Interna, Left Caudatus, Left Globus Pallidus, Left Hippocampus, Left Lens, Left Optic Nerve, Left Optic Tract, Left
Putamen, Left Thalamus, Optic Nerve and tract, Pineal Gland, Pituitary Gland, Putamen, Right Amygdala, Right Capsula Externa, Right Capsula
interna, Right Caudatus, Right Globus Pallidus, Right Hippocampus, Right Lens, Right Optic Nerve and Tract, Right Putamen, Right Thalamus,
Temporal lobe. Thalamus, Ventricies, Vessel, White Matter, whole Brain, Facial Nerve, Precentral Gyrus, Postcentral Gyrus. Skin, Trigeminal Nerve,
Vestibucochlear Nerve, Eyes

it should offer Immediate data processing upon patient selection

15 | Software for Distortion Correction in Cranial (two Concurrent Session)

Software should offer Image Fusion with distortion cortection possibilities for cranial MR data sets

| Snouid offer anatomical co-registrations through local deformations based on multi-ROI rigid fusions

| Should have Adaptation of distorted MR against reference MR (e.g. DTIta T1) as wellas MR to CT

| Should support Generation of an adapled, artincial DICOM data set co-registered to the reference data set

It shauld have Aulamatic content update Iike objects and landmarks according to the new registration field

Should Supperts automatic and interactive segmentation on new data sets

It should have Direct comparison of distortion corrected with conventional results through toggling

It should have Colored deformation grid highlights local deformations for detailed inspection

Software should have Amber-blue color overlay and spyglass functionality complement the verification tools

16 Software for Contour Export (two Concurrent Session)

| Enables the Export of 30 objects

L
|
|
i- 1.7 | Vessel segment based unlocalized 2D DSA Angio contouring (two Concurrent Session)

| SoMware should be capable of fast and comprehensive intracranial nidus definition exploiting a fusion between a 3D data set and an unlocalized 20
___| dynamic angiography

Should enable automnatic vessel segmentation in contrast-enhanced volumetric data sets

Should enable vascular co-registration of volumetric images to an uniocalized 20 dynamic angiographic image sequence

Should enable Golor-coded blood flow in angiography providing tempaoral flow information to differentiate effluent and affluent vessels from nidus

" Should enable automalic segmentation of & volumetric nidus object within a region-of-interest that has been defined on the angiography

Should enable seamiess nidus object refinement on co-registered planar and volumetric data sets with a smart contouring tool

" Shauld enable the possibility o register and exploit uniocalized diagnostic 2D dynamic angiagraphies

| Should enable optimized views bring time and spatial information from angiographic and volumetric data set into relation

Should enable GTA, MRA or 3D rotational angiography as volumetric data set

Software should enable 2D antero-posterior and lateral projections as dynamic angiographic image sequence

1.8 3D Viewer software should have below features (two Concurrent Session)

Intultive image viewing, manipulation and data enrichment software for high-quality 3D visualization

| 30 volume rendering of CT. MR, PET, SPECT dalasets, with presets for visualization of skin, bone, vessel, DRR and MIP

| Manual ar automatical alignment of ACS and 3D views along the Frankfurter horizontal plane

[~ | 3D mult-planar reconstructions in mulliple planes (axial, coronal, sagittal, oblique)

= e
Concurrent display of multiple medical image series with flaxible hanging protocols

image annatations and measurement functions for distance, angles and circles

" Selection of region of interest to cut and zoom onta the relevant anatomical volume

‘ ~ | Crop functicnality to cut viewing plane into 3D visualization along any freely definable direction

v A \y@;’, ’

12

File No. 167/CNC/NS/2025-26/st. (Computer No. 3334702)
Generated from eOffice by REENA SHARMA, REENA SHARMA, DATA ENTRY OPERATOR, AIIMS on 29/06/2026 04:40 PM



2385483/2026/140

» "

Software for Retreatment review (two Concurrent Session)

Software o give overview of all treatments as well as the current patient status. This software to support the follow-up and decision-making process
far multiple brain metastases patients and easily facilitate retreatment planning

It shauld have easy import of treatment plans from various third party treatment planning stations
It should have automatic workflow from import via image fusion 1o retreatment review
It should have special views with color coded display of treated and new lesions according to the treatment they belong to
"It should have automatic selection of the latest organ at fisk available to prevent overcrowded views
It shauld have Dose summation including weighting option for all imported treatment plans
| it should have Automatic calculation of max dose to OARs including weighting factor
B 1"t should have DVH dispiay of summed doses taking the weighting into account
]_'t =hould have Automalic conversion of previous treated PTVs in avoidance structures for new treatment plan

1.10 Software for Tumor segmentation (two Concurrent Session)

Semi-automatic segmentation of diagnosed cranial tumors (metastases, meningiomas, cranial and paraspinal nerve tumars, gliomas, glioneuranal
and neuronal lumors) on 3D Contrast Enhanced T1-weighted MR images

171t should support whaie brain 3D contrast enhanced T1 weighted MR with one or multiple contrast enhanced primary brain tumors
| It sould have guantitative analysis of segmented tumors, including volume, shape, and growth rate metrics provided by 3D contouring tool

1.1 | Software for Contrast clearance analysis for separating regions of contrast clearance from contrast accumulation over time (two
Concurrent Session)

| it should have High resolution, volumetric maps separating regions of contrast clearance from contrast accumulation
| it should supports assessment and clinical decision making before, during and after Cranial treatments

| It should have Color-coded visualization of accumulation and clearance regions without overlap

| it should be Calculated from delayed contrast MRIs which are acquired with a delay of more than one hour

| 't should have cranial, delayed contrast MRIs

% | Software for Trajectory Planning (two Concurrent Session)
| It should provide planning of multiple trajectories for neurosurgical approaches

It should have Flexible 3D shapes for case-specific trajectory visualization

It should apply safety margin around trajectories

it should have verification of trajectaries in Axial, Coronal, Sagittal, Probe’s Eye and Inline reconstructions
It should have precise multiline, peint, and angle measurement tools

It should have multiple view layouts for optimal interactive target, entry and trajectory planning

1.13 Automatic Patient Specific Multi-modal Segmentation of Basal Ganglia Objects (two Concurrent Session)
: 't shauid have automatic MR-based segmentation of structures in the basal ganglia region
It should have anatomical Mapping based on Synthetic Tissue Model

| It should have automatic body part detection

| It should have customizable list of objects to be segmented depending on workflow and clinical protocol

The list of segmented objects should include Amygdala, Capsula Externa, Capsula Interna, Caudatus, Cerebelium, Dentate Nucleus, Fornix, Globus
Pallidus, Hypothalamus, Lateral Habenula, Nucleus Accumbens, Nucleus Basalis Of Meynert, Nucleus Ruber, Optic Nerve, Pedunculopontine
Nucleus, Periaqueductal Gray. Periventricular Gray, Putamen, Substantia Nigra, Substantia Nigra Compacta, Substantia Nigra Reticulata,

| Sublhalamic Nucleus. Thalamic Anterior Nucleus, Thalamic Reticular Mucleus, Thalamus, Ventral Intermediate Nucleus, Ventral Posterior Lateral
Nucleus, Ventral Posterior Medial Nucleus, Ventral Tegmental Area, Ventricies, Zona Incerta

Mg W % > s
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X Basic Dicom functionality

" T Gofware should have full control with support of touch gesture interaction, as well as mouse and keyboard support
T “Should have advanced dala impont & export features (PACS, USB, CD/DVD, Quentry and network foider)

| Support of various modalities including CT, MR, PET/SPECT, X-ray

{ _?_PT&ES access via DICOM "Query/Retrieve” and "Push” (compatible 1o all standard conform PACS systems)

T Software should have receipt of data via DICOM “Push” and support of DICOM worklists

Should have automatic content configuration of OR displays based on user pre-defined setups

[~ 1 Optional HIS integration via HL7 interface (message types: SIU, ADT, ORM - requires Origin Integration of HIS)

| Should have intelligent export of screenshots (.png or DICOM) and video recordings (.mp4 or DICOM) via DICOM "C-Store”
Snould have advanced patient data management tools including new patient creation, merging and editing

1 Snould have HIPAA-compliant feature sel including authentication, accountability log and automatic log-off

2.2 Planning software for Motion disorders: (two Concurrent Session)

The syslem should enable precise localization of MR/CT images and provide intuitive tools for the definition of anatomical landmarks such as the
anterior commissure (AC), posterior commissure (PC), and the mid-sagittal plane, to support advanced neurosurgical planning

1 7it should support Definition of the trajectory (Target and Entry) in AC/PC relative Coordinates (Distances and Angles)

Target and Entry should be displayed in AC/PC and DICOM image coordinates

Snould have Automalic localization of the 30 objectshape of the implanted lead from the post-operative CT dataset

’ it should allow automatic localization of the 3D object/shape of the implanted lead from the post-operative CT dataset. This localized lead can be

\nked to the 3D Basal Ganglia segmentation in the planning for visualization of the contact point by the user sa that further neurological programming
[ can be performed

1t should have Automatic Patient specific Multimodal 3D segmentation of Basal Gangiia and integration of the same with advanced Neurosurgical
planning is 8 must,

The system should support multimodal image-based trajectory planning on non-localized images prior lo surgery. facilitating advanced applications
such as Frame based procedure

Should have Automalic calculation & PDF print out of specific arc seltings

= | it should have Flexible 30 shapes for case-specific rajectory visualization (e.g. Implantable Stimulation Electrodes, Depth Electrodes, shunts)

Should ovarlay a model of microelectrodes and implanted leads onto surgical plans providing visualization of lead and contacts relative to the target
ang surgical pians

Should have Manual editing of detecied lead position

il | Pianning software should be fully integrated with MR Cranial Distortion Correction software

" | Advanced planning software should have Combined visualization of supplemental information such as Fibertracks, Nuclei and Leads
Al Planning Software for motion disorders, tremors etc. should be from the same brand which supplies the navigation system

|t should Support the below mentioned stereotactic frames, localizers, and ring and arc configurations to meet specific procedure needs (any 1 set
eampatibility should be provided at the time of order):

“integra® CRWE - CT and Luminant localizers

Eekia™ Leksell®- CT and MR localizers (G frame and Vantage)

Inomed® Z0 - Rev R, and Rev U localizers
| Should Suppert various mounting onientations for supported frames (e.g. lateral-left, lateral-right, sagittal-anterior, sagittal-posterior)
| Should nave adjustment of planned trajectory entry point in 3D skin reconstruction view of volumetric data

1t should have different viewing layouts to plan, verify the trajeciories and then compare the preoperative and intraoperative imaging data {bimodal
VW)

Should have software generated pre-defined margin for safe planning of trajectories

21 Server Premium Configuration for server-based treatment planning for 2 Concurrent license
| ProLiant DL360 Gen11 server hardware (HPE — Hewlett Packard Enterprise) or any other with all the below mentioned capabilities
Inte¥® Xeon® Gold 6448H. 32 cores (up to 4.1 GHz)

e %EZW
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"256 GB RAM

I__ 152 TB NVMe SSD, RAID 1 2x 1.92 TB

Network Interface Card: 2x 10Gbil's copper SFP module - build in by default

[‘ﬁ Optional. on demand: 2x 1Gbit/s copper SFP module
| Optional on demand: 2x 10Gbits fiber SFP module

| inclusive Licenses:

71 Microsoft Windows Server 2022 Standard LTSC - English-US OS language (license pre-aclivated)

‘ l 5x CAL & 5x per User RDS CAL license on paper

L

1x ILO Advanced License license on paper
16" Rack mount kit with lelescopic rails and cable management arm (rack is not included)

oT TERMS NDITIONS

i. ‘fh@ cost of all Consumables/Accessories/spares/parts should be guoted upfront and should be valid for 10 years. Cost of any
Consumables/Accessories/spares parts not quoted will be considered FREE OF COST.

2. Warranty: 02 years onsite comprehensive (including labour/accessories/spares parts) + 08 years CMC {including labour/accessories/spare
parts).

3 In no case the instrument should remain in non-working condition for more than 7 days, beyond which a penalty as the per the rules of the
institute will be levied.

4. The vendor should have a good service and application back up along with instruments to provide an effective trouble shooting and support.
__[response time < 24 hours).

5. All technical bids comparative statement to the tender specifications must be enclosed along with reference no., paragraph no. from original
catalogue of the equipment.

6. Original Manufacturer or their subsidiary or authorized dealer who is quoting should be present in India having selling experience of more
i than 5 years with at least 5 installations in government institutes/hospitals.

ey Demunstr:tion is Mandatory, failing which your bid will be disqualify/rejected.
8. There are no consumables required for this equipment.

1. Prof. Sachin Borkar, Professor, Neurosurgery, AlIMS, Delhi Chairman |
Lovlenr| b~ |
pie e
2.  Dr Satyashiva Munjal, Professor, Neurosurgery, RML Hospital, Delhi External Expert ¢
Ly
3 | Dr Pr:agyan Safma. Professor, Neurosurgery, VMMC & Safdarjung External Expert 4 P
Hospital, Delhi ( "M,'Q‘“‘e i
e M«'
| 4. Dr. Sujata Chaudhary, Additional DGHS, Dte.GHS DGHS Nominee | ETM w)
W!
A
5. Prof. Shashwat Mishra, Officer in-charge, Neurosurgery Store, Member Secretary -~
AlIMS, Delhi .
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81829 Munich - Germany

phone. +49 8598915680
fax -49 B9 3913 68 5033

To Whom so ever il may concern

Munich, 18 December, 2025
Subject : Proprietary Certificate

We. Brainlab SE. Olof-Palme-Strasse 9, 81829, Munich Germany hereby certify that below mentioned features for
Advanced Image Guided Navigation System for Cranial Application is proprietary to Brainlab SE, Germany.

1. Advanced Cranial Navigation System:

a) Curve Navigation system has large 32" capacitive touch display with 4K resolution (3840 x 2160 pixels)
far brilliant visualization of clinical data. Curve has motorized joints for remole-controlled camera
alignment,

b) High-performance computer with Intél® Core™ i9-10900X, 32 GB RAM memory and 960 GB SSD.

¢) Navigation System has a smart home button to ensure interchangeability between multiple windows at any
given point of time as per surgeon discretion. Any changes made on attached window gets automatically
updated into navigation window.

2. Advanced and Unique Patient Registration for Cranial:

»  Soft Touch Poinier & Surface Matching - Provides skin sensitive registration technigque which allows patient
registration in both supine & prone positions. Selective acquisition of registration points by touching the
patients’ skin with the Softouch registration pointer, Unigue skin sensing tool tip works through the hairline
and even for dry skin conditions. Surface point collection without skin shift and in areas not visible to

\ navigation camera,
« 7 touch Laser Pointer - Battery powered wireless laser pointer for quick and accurale patient registration
withoul fiducials. Cost-efficient registration using existing diagnostic CT or MR data sets without the need
. lor delicate disposables and extra scans. Touch-free surface point coliection causing no skin shift
distortions. Pilol laser beam with contral LED for selective acquisition of optimal anatomical teaiures at the

patient's surface. Only syslem lo acquire projected 3D laser points directly in the patient coordinate system,
maximizing accuracy.

3. Advanced Navigation Applications:

+ Elemenls Viewer :
Elements Viewer is an intuitive image review and data visualization application that enables clinicians to
interactively explore and analyze medical imaging data. The software offers instant, high-guality 30 volume
rendering with pre-configured visualization preseis tallored lo clinical needs, facilitaling efficient
3 interpretation and case review. It supports mulli-modal image navigation, manipulation, and enrichment,
and seamlessly integrales with other Brainlab Elements applications for treatment planning, segmentation,
/ and documentation.
Validation studies have demonstrated the Viewer's effectiveness in improving visual clarity of anatomical
structures and enhancing interdisciplinary communication during preoperative planning.

= Elements Segmentation Cranial :
Brainiab’s automatic image segmentation applications are designed to accuralely identity arfgiomical and
pathological structures within medical imaging datasets. Unlike traditional atlas-based approafpes that use

Braintab SE - Sitz d. Geselischatt: Milnchen - Handolsregisier: Mincherli8i8 303366

Gescnatistithrande Dirakloren; Hainer Srkenbach (Vorsitz), Florian Hotimann, Rudol! Kreitmair, Tobias Schalkhausser
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a fixed anatomical model elastically registered to a patient scan—which often fail to fully capture individual
anatomical variations or image contrasts—Brainlab Elements Segmentation leverages a Synthetic Tissue
Model to simulate patient-specific anatomy. All anatomical objects such as Amygdala, Brainstem, Capsula
Externa, Capsula Interna, Central Sulcus, Caudatus, Cerebellum, Cerebrum, Cochlea, CSF, Chiasm,
Gorpus Callosum, Geniculate body, Globus Pallidus .Gray Matter, Hippocampus, Hypothalamus, Left
Amygdala, Left Capsula Externa, Left Capsula Interna, Left Caudates, Left Globus Pallidus. Left
Hippocampus, Left Lens, Lefl Optic Nerve, Left Optic Tract, Left Putamen, Left Thalamus, Oplic Nerve and
tract, Pineal Gland, Pituitary Gland, Putamen, Right Amygdala, Right Capsula Externa, Right Capsula
Interna, Right Caudatus, Right Globus Pallidus, Right Hippocampus, Right Lens, Right Optic Nerve and
Tract, Right Putamen, Right Thalamus, Temporal lobe, Thalamus, Ventricles, Vessel, White Matter, whole
Brain, Facial Nerve, Precentral Gyrus, Postcentral Gyrus, Skin, Trigeminal Nerve, Vestibulocochlear Nerve
and Eyes are automatically contoured by the software. Teaching tool for visualization and identification of
patient anatomy in diagnostic images.

= Elements Object Management :
Elements Object Management is an integrated application within Brainlab Elements that enables the
iriggering, review, and management of segmented anatomical structures across multiple clinical workflows.
It supports the conlouring of organs-at-risk (OARs) for radiotherapy and radiosurgery planning, as well as
structure definition for image-guided and frame-based neurosurgical procedures. The application ensures
consistent object handling and facilitates efficient, standardized treatment planning.

= Elements Distortion Correction :
Brainlab’s Elements Distortion Correction is designed to correct patient-specific geometric distortions in
cranial MBI datasets by applying a deformable registration that aligns images while preserving anatomical
accuracy. The algorithm selectively corrects distortions within brain tissue, ensuring alignment with the true
anatomical structuras—without compromising the anatomical ground truth. This enhances the precision of
downstream tasks such as contouring, image fusion, and navigation, particularly in stereotactic procedures
where sub millimetric accuracy is critical.

+ Elements Fibertracking
Elements Fibertracking empowers clinicians with advanced visualization and analysis of patient-specific
white maltier pathways using both deterministic diffusion tensor imaging (DT1) and probabilistic Constrained
Spherical Deconvolution (CSD)-based tractography. This dual approach allows for improved accuracy in
identitying critical fiber structures—especially in regions of complex fiber crossing or deformation—where
traditional methods may fall short,

The incorporation of CSD-based tractography offers enhanced resolution and anatomical fidelity, enabling
more precise planning for neurosurgical procedures such as tumor reseclions, epilepsy surgery, of
functional interventions. It helps define safe surgical corridors and supports decision-making aimed at
preserving essential motor, sensory, and cognitive functions.

. lements BOLD MRI Mapping:

The Elements BOLD (Blood Oxygen Level Dependent) MRI Mapping planning software enhances
anatomical images lor visualizing eloquent areas within cortical brain structures. This application offers two
distinct analysis types: Resting state (Correlation Map) and Task-based (Activation Map) analyses. Utilizing
these maps, the software facilitates the creation of objects for further treatment planning. Detecting BOLD

(4 responses slemming from patient tasks during MRI scanning or stimuli, and generating correlation maps fo

/ identify functionally connected brain areas, assists surgeons in determining the shortest and safest path to
the pathology of interest. The combination of BOLD analysis and Fiber Tractography holds the potential for
more precise functional pre-planning.

4. VarioGuide® Alignment System is a Frameless Biopsy System and universal instrument holder that bridges
the gap between head frame and free hand procedures to systemalically align tools to pre-planned
trajectories. Clinical use cases includes biopsies, intracranial endoscopy and gatheter placement.
VarioGuide supports frameless sterectactic navigation procedures which reducq patient discomfort

Brainiab SE - Sitz d. Gesellschalt: Minchen - Handelsregister: Minche2@38 303366
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compared to frame-based surgical approaches. It eliminates the need for patients o undergo the
unpleasant procedure of frame attachment and additional imaging, both while awake. VarioGuide supports
instruments fram @1.8-8Bmm and enables surgeons 1o take biopsies, place shunts or guide an endoscope.

Live 3D Ultrasound Integration with SNAP to MRI : Navigation software has a facility 1o upgrade it to
integrate 30 Ultrasound Integration, Acquisition of a series of 2D ultrasound images lo assemble 3 new
volumetric data set as 30 reconstruction data for navigation. It helps in visualization of the target region in
all three planes of axial, coronal & sagittal compared to oblique ultrasound planes. This improves the ability
1o orient and interpret the ultrasound data, further enhanced by overiay to MR or CT data of the patient.
Digital integration 1o ultrasound systems like the BK5000 further increases the ease of use and automation
of using ultrasound in neurosurgery. With ULTRASOUND SNAP TO MRI (Image Fusion Ultrasound) we're
enabling automated rigid fusion between the preop MRI image and the intraoperative 3D ultrasound image,
allowing to update the registration and navigate on the most up-to-date patient anatomy.

All the above mentioned platform and applications are proprietary technology of Brainlab SE. Although some
applications on the list might be available by other systems, the overall solution and described combination of the
product with software is unique and cannot be offered by any company worldwide. All informaticn above is wrillen
to the best of my knowledge.

Thanking You
For Brainlab SE

Authorized Signatory
Florian Hoffmann

Coo

o
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Refined functional planning

Elements BOLD MRI Mapping®
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Com pen.}:m ion "fr:a
Brain shift' \

100% encountered

pontordance MRS s n ol pe
Sestrie e b

C o & 16.7 %
less cerebellar mutism
iy * o

Maximum safe resection in

>80% Gs ot (AR i
GTR' in padiatric and adull he s visual resection tool

patients supra- ang infratenioia
Intracranial lumon”

02.

Surgical Goals and Challenges in
Cranial Tumor Resection

Clinical Benefits

Standard Approach Today

Cranial Neurosurgery - Tumor Resection

Maximum Safe Resection f

#1 Goal of Every Cranial Neurosurgeon

o Craniolomy 3 o Tumor Approach 3 o RAesection Control

71
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Clinical Challenges in Neurosurgery

Cramial Neurosurgery

Manage Brain Shift Identity

03.

Introducing
Intraoperative Imaging
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Clinical Challenges in Neurosurgery

Cranial Neurosurgery

Manage Brain Shift

Intraoperative
Imaging
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Overview of Intraoperative Imaging Modalities ;-E-"

Cranial Tumor Resaction

[ T PR [CRETR

Excoilen bkl gingy Vieary gaod Viary good

High Grade Tumar
Visuatization

Low Grade Tumod
Visuatl zathon

Tima 1o Asquire 3560 16 min 1 mn V i 0 4
One Image -

Ultrasound in Neurosurgery

Excollent i nepnog Mot oo

Traditional Pain Points
stand-Alone Ultrasound Device Usage

Ullrasound Today
. : 4 High image quality aids in identification of
) ! ) ion challenges, small mportant analomical structures
hield of view and challenging
anatomical orientation: is the image 1o
the right axial, coronal or sagitial?
Which landmarks can be seen here’?

ng in the neurosurgical

o

communily

| |
-

ol | prejudices that image quality
is historically bad and that ultrasound
tech usability is designed for
radiologists nol surgeons
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Melastatic Lesion Glioblasioma Benign Spinal Cord Lesion Metastatic Lasion

—

High image quality
mportant analomic

Main Benefits

Ulirasound Navigalion

05.
Adding a Layer of Confidence
with Ultrasound Navigation
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Pt
—
-

© uirasound Unbound

Heal-Time CorfEIatiGn Of intraoperative 4 I;::Ii'lllllll ”L::l!d:'l:::.lr:;:mI-I:mll

Ultrasound and Preop MRI \

" I e T
Forget everything you know about intraoperative ultrasound: : o el
Gain valuable real-time insights through the right orientation ' : maliow &

and instantaneous correlation between ultrasound and ’ instantly ienlity, assess and
familiar preop MR images. P ' , iy s e i

ulilization

'B Make the Shift

Precision and Confidence in Navigating
Cranial Resection Challenges

Gain the navigational accuracy you need to address the
greatest challenges in cranial resection: Visualization of and
compensation for brain shift; achievement of maximum safe
resection and identification of residual tumor

LIVE PO ULTRASOUND BAGINGE
Bty OLnd Opanng

P w ,\"."f
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Ultrasound Snap
to MRI

Brainlab Elements Image

Fusion®

Challenge

The Silent Loss of Neuronavigation Accuracy’

The influence of ime on the targe! regisirabion eénrs

“Aller registration, Ihere i an ongoing
loss of neuronavigation accuracy™... “Surgeons should
bz aware al this sHent loss of accuwracy when using
neuronavigation,”
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Solution

Srainlab introduces Ultrasound Snap to
MRI* to provide functionality for an
automated rigid US-MR fusion with a
sufficient accuracy 1o update the US-MR
reqistration using Brainlab Elements Image
Fusion®

Iy ennenee, this rigic co-cugistration algorithm applies
linsas correlation of linear combination (LC2)-baged
smilarmy matric which exhibits iocal Invanance 1o how
muth two channels of Information contribule t© an US
image, & correlalion of the US image wih both the MAI
intersdty values and its spatial gradivn magnilude and
nllowrs tor fully suiomanc US-MA regatration in 3 matter
of seconds (Weln et al 2013, DO 10I0OTIGTE-3-842-
4081135

Ultrasound Snap to MRI

Brainlab Elements Image Fusion®

(New |

Advanced Fusion for
Navigalion on the Most
Up-1o-Date Anatomy

Wi're enabling aulomaled rigid Tusion
bétween the proop MR image and the
Intracperative ullrasound inadge,
allowing you 10 update the regesttation
and nivvigate on e most up-lo-dale
patien? analomy

Clinical Study at Tata Memorial Hospital Mumbai

Validation of the benehl of Ulkrasound Snap 1o MR in supralenlonal resechion cases

Timaframe
August 2022 - Apid 2023

Sludy Goal:

Cuanitative and nuabitsive validation of the benelit of Ultrasound Snap to MRI (Branlab Elements Image

Fusion solhware) in supralentonal gliomas

Reglutration and navigition scsuracy using
delinee Landmarks by comparing e Accuracy

belore uning the Litrasound Snap 1o MAI
funictionallly and atlar using i

N =25 adull patients with supratentonial glioma patients

Comparning potential patient relhled taciors
Infliencing the benelt of Ltnisound Snap to

MA! such sa sxienl of he leson, edemis and
Iocation of the lesion,
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Case Study
One

datasels
malciving

MAI
Brainlab Elements Image Fusion®
vides functicnality for an sulomusted nigid
S5-MA Tusion with & sulficienl acouracy o
updite the US-MA registration. The *Falx
Iandmarks” matching Is mofe acturale
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rsound Snap.fo MR|
Brainiab Elements Image Fuslon®

date the US-MR reglstration. This *Sulci

lpndmarks”™ have an improved malch now.
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Ultrasound Snap o MRI

Brainlab Elements Image Fusion®

/i i due to brakn shilt
asound and thi: preop

“Hulci landmarks ace

o On the Same Wavelength

Efficient Intraoperative Imaging Without
Workflow Interruption

Take advantage of our cost-effective, fast and
straightforward intraoperative imaging technology that will
not interrupt your workflow
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" BAAINLAB

Digital Integration

Ultrasound Navigation

Transmil valuable information instantly with
our digital ultrasound integration

We're operaling via a digital connection ralher than
conventional analog transmisson, hedpeng 1o feduce loss
of image quality. Digital integration allows lor

wvidant Wandmisaon of addibonal, valugble
wiloinabon, such as ihe probe’s scan deplh and
mage selbngs, withoul the need to calibrate
separately

Streamlined system setup for cramal maging wilh ow
We're delivering even more sireamlined dodcated neurodurgerny configuiation dnd full
“plug-n-play™ workflows with pre- compatibility with BK Medical ulirasound devices
calibrated neurcsurgery ransducers, which

are sterlizable and pre-calibrated for

navigation, eliminating inconvenient user

calibration in the sterile field.

Brainlab vs. Competition

Product Feature Overview

06.

Science That Is Making Waves
in the Industry
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¢ %) 16.7%
_ om F}Qﬂf.ﬁ?l'f.‘l n ff;.rxt -l 00 U}}U less (ut‘r_-bEI.I.iH: !'nuhﬂ,m

S PR .
Brain shift \ : concardancs 1o IMAL

>80 %

GTR" In padiatric and adull
patmnis supra- and infratentorial
inttacranial umors”

Brainlab Ultrasound Navigation is designed to optimize safety,

outcomes and responsible use of technology while reducing
the costs and hurdles of ultrasound adoption. Here's the real-
world evidence you need to make the shift.

Clinical Benefits

43% O.R. time
42% :

all shorter length of No workflow >2 ARl ' | = 78.6 minutesin O.R.'
orientation . surgery compared 1o interruption ed 1o 4 n
in the surgical field " intraoperative MRI, thus with only minimal hlok ! =Vice Therefore, no personnel
and easler tg learn -\ reducing the likelihood added time? resources for the IMRI
than 2D% | for postoperative (radiology support)

i J complications®

AN

Operational Benefits Financial Benefits

21
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Navigeted 30 kS was able to prov
ormation regandimng bram o
g with registration and 1o
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07.

What Your Peers Are Saying

Dr. Michael Bartos
Department of Neurosurgery

R E e R
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The Nec Plus Ultra in
Intraop Imaging

With LI

facility and mast impo antly, your patients

management, uitrassund navigalc
mlidence and

Digital vs analog integration

Uttrasound 1.0 is more than just new fealures

N
Digital vs. Analog R\J\ \ I /

Mirasouwnvd 1.0 solbware @ based on a digilal conneclion rathier than

Al ranvsimissaon ANALDE

Ao onen resulls o loss of image quality
Analog requeres chsnging depth settings on both MNay and ULS lor accuracy - enmar prone

Emch mcividual probe must be calibrated 8l each indhadual depth - sxtremely lime consuming

Insian! ransmisaon of probe’s scan depih and mage seltings
One-step control bolh Nav and ULS using BK syslem

Wiork llow smgeovemonis - less ellon lor mone cliimcal impact
Mo nasied Tor separale user calibraton

sgmihicanily better mmage guality

23
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& BRAINLAB

Robotics for ,
every surgery patight
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& BRAINLAB

Cirg® is a lightweight, flexible and modular
robotic surgical system designed to save
stirgeons time by seamlessly integrating into
unique workflows.
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“’I‘
\}}

1. Benefits >

2_ Clinical indications -~

3. User feedback & scientific evidence

[ - /
\) 1. Hardware R e >
o 5. Backup T—— P

/ 01. .
Benefits \
S

Key beanefits

precise positioning assistance

Y and precision lor
enis

ol, ac
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Benefils for administration

Kay benslita

r..’ . ‘ul
DIroddil

I FE— Lo S — 2 S,
J Reusable Integrable Versatile Sustainable

applicable ey Easty i

Vendor-neutral, supporiing compalibility
with multiple implanl seis and workilows.
Adapts 1o 8 wide range of procedures,
Inciuding spine surgeries, cranlal biopsies
and"'SEEG electrode placement for
epilepsy

Suitabls for diverse surgical needs acroas
differant speciaifies,

Benefits for administration

Patient safely Zero footprint Efficiency Easy setup

Clinical indications
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" BRAINLAB # BRAINLAB

Cirq® for

During spinal procedures, the Cirq Robchc
Alignment Module facilitates

Standardized pedicle
screw placement

Taking care of every step in the accuracy chain

Advancing heallhcare through aggregation of marginal gains

to integrate

wmilessly slio Cira® into minimally
INVasivi and open warkilows
HBeaelit from 2isy integraton wilh

Brainlab ptanning, Imaging and navigation
solulions

Leverage vendar-neutral compatibility
vl multiple nplant seis
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K@y Deni

alignment and save

o Lkl this [eag

Jment of tha

Efficient Instrumentation

alignment

Conlinm navigabion scouracy
wilh haphc leedback prowvided
try Ihe Cirg™ mstiuments.

Take controd by guickly
i) Cirg™ ho the wicinity ol

the rajectony

Prevent skiving by docking
e Drilliguice on [he bona and
create pilot holes usng a
tighapieed dnll

The Cirg Hobotic Aligoment
Module lokes cane of the
precess, automabic abgniment

g

28
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Deviation Repeat

monitoring

il walh conlidence using i
visual pnd sudidory lTeadback

Select the next Wajeciory with
the integrated butions and
pioiiced by Cig repeal the prisvous. sleps 1D
prEpare all planned palol
Il

- —

"BRAINLAB # BRAINLAB

Cirq® for

Cirg Robotic Alignment Module automatically
aligns to patient-specific trajectories (o ¢

sEEG and biopsy procedures
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Key benefita Key banelits

to the right trajectories and precision

Bpost alignment accuracy through the visual e incisions minimally iny & (hroug!
W ¥ *| Keep incisions minimally in ve through
guide toward the region of inlerest, cusiom drill guides

Braintab Elaments - Trajaclary Flanning Add stabilily 1o the frameless setup through
supporm in defining the right trajeclories the dedicated blopsy anchor

SR
Track callbrated biopsy needle
Insert g save blopsy positions with 2
simpia click of a button

Efficient
alignment

Koy banefity
Take control by quichkly
moving Ciig™ 1a the

.th = tl d 3 t t e Irapeclony
-

with navigation-ready instruments e
Mo ave of he

With navigation-ready instruments, Clrg® i I omatic aligrment

designed 1o seamiessly integrate into Brai

plan dnd cranial navigation solution

wirll 85 naw and existing workflows

Theso lealures maximize s obility dur ng

blopsy workllows and beyond
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Instrumentation
hCaton SpEciine Siereolag b
wmmbremsants enatle merinal
uwaive approaches
b controd ower the
wccuracy with real fim
leedbick al e mstrimint’s
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e
e
e

Repeal

seleC) the neal rajeciony with
e integrated bullons and

repeil the previous sléps
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Smart
measurements

Wie
and relatrve mstroment
positions on the iy using
accurale ophica navigation
andd integraled soltware Inols

ure anatomical distances

' = \
03. -.
User feedback &
scientific evidence -
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Cirq® in numbers
As ol December 2024

Ovemll installed base Use cases

s 113 ROEEL 2530 5820

. () i
69 =5
s T6% 28300
o &= Il 4550

Experience with Robotic-Assisted Pedicle Screw

Placement Using Cirq®: Evaluation of 70 Screws
Pojskic et al. (2021)*

Study goal Summary

Thie am of the stiady was 10 analyze mitial = With a thugh number of complex indications, Cig®

clinical data on the wse ol Cirg™ and compare il has proven o be a sale and effective device lor

with existing data on competilon products based accumale pedicle screw placement

on comphistied studies and existing literatoie - Significontly decreased mean Hine per screw
throughout the course of the surgernes indicales
an casy leammg cure

+  Fesulls are comparable 1o the stale of the art n
robotic assksted spine surgerny
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Cirg® acts as the surgeon’s ‘third hand',
eliminating the need to hold the drill guide
sleady on the bone. This allows the surgeon to
focus entirely on drilling and sensing the drill's
feedback, making procedures faster and more
efficient, especially for complex cases.”

PO Dr. med. Markus Bruder
Chard Piysecan Nowrosrgony, Direcion Spmesuargedy Kantonmpital
Amvau, Switeerind

ey

Hybrid-3D robotic suite in spine and trauma surgery - f

experiences in 210 patients
Haida et al. 2024

Study goal Summary

The study "l"*‘jll“ evaluale the polennal «  Cirg® was used in 72 4% of cases, contributing
beneits and clinicat outcomas of using the 0 a spinal screw sccurncy rabe of 98 7% and an
Robotic Suite in Irauma, orthopedic, and sping ovirall screw accuracy rate of 98 8%,
surgenes. I focused on assessng e precron,

safioty, and complication rates of surgeries «  Cog® facilitated MIS in 66.2% of surgenes,
performed with advanced navigation and robobic which helped reduce riauma and inffection rates.

lechnologies «  The use of Cirg® resulled in no nevisions,

indicating high precimion and successiul

GulCoMmes I surgenes
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=
04. “ 7
\ #

Hardware
) -

Sterile setup F

Ensure sterility with one swill movement

Alter draping the pabent
and he arm, drape anownd
the bottom of e arm W

cover all unstenle pans

Attach e Cirg Instrument
Holder and lnstiumenly

I Move the system with the -
Cirg Robatic Alignment -
Module aitached
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Cirg Arm System 2.0

Robotic platform in a sieek design T A —9
I Port for different modules '& )
7 LEDs indicate system siafus 1] g A
1 inlegrated gnp sensors arlock individual joints A
i 7 degrees of freedom for highest tlexibility ’ o ‘J
i Stable attachment fo standard O.R. tabile side rails g
O Fully integraleéd design withoul external computing unit
Portable, light-waight design, no footprnt
o
(e}

Technical Specifications

%JY/N/ N .

Prmervions Ceg Asm Sysiem 2.0 LaWald WETE w TS M e (50 I P Ba ST in)

Pmcty [saggment 2 - & TG w200, 3 )

Wniphi Wk (S AM)

Pyt Jing fi iy

[[r————— 08 - 240V, 30 88 Ha AT npe vbage

Pt «comumytnn e TTHW flecl powos allce ated i vl oo it

Ditepyaduis Chog™ Stubsbipation Basee, LaWal EOD-EE0 o P VAT s (A -TRRAT el T )

Firttat Coaemm tion Duaba wc bt FLS) {lon coeises Uen 1 B Puni)etos wlsin, hoigate
e L]

Py Comteeiion For medscd gradie 14 Y poser suggly

Mot e beieriace Covryimtoan of apgbc ahin iooube, pomed iy v e o 00 W
24 al 2 4

M fuaical i ares Clamging jy ot a8l achmnenit o 0 sk rall

Cog® Caatimyanon frsce msitae
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Technical Specifications ,.g-’

Errrammmeatal Con ses ([ #tesn ]

Vamtrgss atanwe paatepie 10 - 30T |50 - W)
Farlghoese Ea iy BT Yy ey
e pErmiaw FO0 - WD W

Agpabse e i be Can Hotots Alpraven? Rl g e st wfmme )
o™ wairuimas | Howbes Mo s
Wimagaium vyileem sy oy Rl atnn [T mileneg. Riowmed)

ity Custwe 11, Curve: L3 st Ciarvr Wmwsguian 17700
Flnamiiats Wich 70 Mawijortiom “Uasieas [l 7 0 el Kich 2 1)

O L @l i 8 W Eubupe &5 0 V0 it (1.0 0004 W)
S 30 0 10 man (12204 W)
LR 206 a s mm (104 m)
Japan: A2 55 i (1. 30 0.4 o
A NSl i (D007 )
Aguimalian [Daovpmd) 38 30 b ) wm LS00 3 nj
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=1

Want to learn
more?

Check our Webinar on Cirg
Instrument Holder
and Cire) Robotic Alignment Module
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% BRAINLAB

Brainlab AG
Olof-Palme-Stralle 8
B1829 Munich + Germany

phone: +408B8 9915680
fax: +49 8999 1568 33

EU-KONFORMITATSERKLARUNG

Hersteller Brainlab AG

Herstellungsort (e) Olof-Palme-Strafie 9, 81829 Munich, Germany

SRN DE-MF-000006183

Medzinprodukl Ultrasound Navigation

Handelsname(n) Navigalion Software Ultrasound

Zweckbestimmung The device enables image guided surgery

Basic-UDI-D1 405648 1UltrasoundNavi53

Verordnung/Richtiinie EU 2017/745
EU 202112226
80/M81/EEC

Risikoklasse Class lib
Rule 11, 1* paragraph + 2™ indent (a serious deterioration of a

Regel gemal Anhang VIl  person's state of health or a surgical intervention, in which case it is
classified as class lib)

w g&nmm See Abhaic)
MDA, 0315- Software
MDS 1010- Devices with a measuring function

Podukicode(s) MDT 2010- Devices manufactured using electronic components
including communication devices
MDT 2011- Devices which require packaging, including labelling
MDT 2012- Devices which require installation, refurbishment
62783- Electromagnetic/optical surgical navigation device

GMON code tracking system

EMDN cod Z12011482 - SURGICAL NAVIGATION INSTRUMENTS -
SOFTWARE ACCESSORIES

Benannte Stelle: TOV SUD Product Service GmbH, Ridlerstr. 65, 80339 Munich,
Germany

Benannte Stelle Nr 0123

EU Bescheinigung G10 037489 0059, valid until 2025-09-13
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& BRAINLAB

MDR

= das oben angegebene Produkt ein Medizinprodukt geman Artikel 2 der Richtlinie 2017/745 des

mmmmwwmﬁmummmt

* das Medizinprodukl die grundiegenden Sicherheils- und Leistungsanforderungen gemat Anhang

| der Richilinie 2017/745 des Rates erfuilt
» das Verfahren gemal Anhang IX der Richtlinie eingehalten wurde.

Reg. 2021/2226
« das oben genannte Medizinprodukt der Verordnung 2021/2226 (ber elektronische

Gebrauchsanweisungen for Medizinprodukte entspricht und die Bestimmungen dieser Richtlinie

Directive 80181/EEC
« das oben genannte Medizinprodukt der Richtlinie 80/181/EEC zur Angleichung der

Rechisvorschrifien der Mitgliedstaaten Ober die Einheiten im MeRwesen entspricht und die

Bestimmungen dieser Richtlinie erfoiit

Diese Konformitatserklarung ist signiert in Minchen und giiltig ab Datum der Unterschrift.

Woligang Steinle Vice President R&D

24 May 2024 -
Name Funktion Datum, Unterschrift
'e
Srardeh AG + Sir 4 GeseSchalt HEE 1101
h_u-.h-mh-mmm * Viorstrercder o Aubschtsrases (howch von Butis Page!ah‘l
F O 04 5% 08
mmmm—n: @\)}\/
Rt winen D01

36

File No. 167/CNC/NS/2025-26/st. (Computer No. 3334702)
Generated from eOffice by REENA SHARMA, REENA SHARMA, DATA ENTRY OPERATOR, AlIMS on 29/06/2026 04:46 PM

ORE IMPAGCTFUL ANC ACCESSIBLE 70 F

TOGETHER



2485650/2026/140

4# BRAINLAB
ANHANG |

ULTRASOUND NAVIGATION 1.2

NORMEN /| GEMEINSAME SPEZIFIKATIONEN

Norm Titel

ENISO Medical devices - Quality management systems -
13485:2016+AC:2018+A11:2021 Requirements for regulatory purposes

EN ISO 14971:2019+ A11:2021 lle@bﬂm-mﬁmnfriurrmagmntm medical

Medical devices - Symbols to be used with medical device
EN ISO 15223-1:2021 labels, labelling and information lo be supplied - Part 1;
General requirements

Medical devices - Information to be supplied by the

ISO 20417:2021 fact i

: i Medical devices - Application of usability engineering to
IEC 62366-1:2015 + AMD1:2020 Sical devs

Application of risk management for IT-networks
IEC 80001-1:2010 incorporating medical devices - Part 1: Roles,

IEC 62304:2006 + AMD1:2015 Medical device software - Software life-cycle processes

MDCG 2018-5 UDI Assignment to Medical Device Software
Guidance on Qualification and Classification of Software in
MDCG 20198-11 Regulation (EU) 2017/745 — MDR and Regulation (EU)
2017/746 - IVDR
MDCG 2019-16 Guidance on cybersecurily for medical devices

Guidance on clinical evaluation (MDR) / Performance

MODCG 2020-1 evaluation (IVDR) of medical device software
MDCG 2020-5 Guidance on clinical evaluation - Equivalence
" Guidance note integralion of the UDI within an
S organisation’s quality managemeant system
DICOM Digital Imaging and Communications in Medicine (DICOM)
i
Dt A - Sz d « Handelregaie Munchen HRE 135401
Worstand Shodan Wesmeer Fiainer Bbenbach, Jar Merker « Vorstrences @ Aufschsurses Dseych von Bultie Page 3°f4
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# BRAINLAB

ULTRASOUND NAVIGATION 1.2

PRODUKTKENNUNG ENTHALTEN

uDI-DI Name, Version
04056481144630 Uitrasound Navigation, 1.2
,
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% BRAINLAB

Brainlab AG
Oiol-Paime-Stralla 9
81829 Munich = Germany

phone:  +49 88 99 15680
fax +49 89 99 15 68 33

EU-DECLARATION OF CONFORMITY

Manufacturing site (s)
SRN number
Medical device

Trade name(s)

Intended Purpose
Basic UDI-DI

Risk class
Rule according to Annex Vil
Standards/common specification

Product codes

GMDN code
EMDN code
Notified Body
EU Certificate

Brsnad: A - S 0 G

Blreten
WVorsiana nmmmma“omum (Dt wor Bustie

‘:53*/@ B@*’”

FOFd O 250

Figcrwdd v Curve Miswwgoibon 17700
Recoed ursber OOOOCTTED-CE
h:-l-ﬂnﬂl
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Brainlab AG

Olof-Palme-Stralle 9, 81829 Munich, Germany
DE-MF-000006183

Curve Navigation 17700

Curve® Navigation, Curve Navigalion System, Curve
Nawvigation System EM, Curve Navigation — Extension
Display Cart

The device enables image guided surgery
4056481 PlatformsMR

EU 2017/745

EC 1907/2006, REACH
EU 2019/1021, POP
2011/65/EU, RoHS
2019M9/EU, WEEE
2015/863/EU , RoHS3

Class lIb
Rule 9, No Indent
See Annex |

MDA 0312
MDS 1008
MDT 2001, MDT 2002, MDT 2010, MDT 2011, MDT2012

62783
212011480

TOV SUD Product Service GmbH, Ridlerstr. 65, 80339
Munich, Germany

0123

G10 037489 0059, valid until 2025-09-13
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. Z BRAINLAB

We, Brainlab AG, declare under our sole responsibility that

MDR

= the device specified above is a medical device according to Regulation 2017/745 Article 2 and
meets the provisions of this regulation.

« the device complies with the General Safety and Performance Requirements stated in Annex | of

Regulation 2017/745.
+ the procedure referred to in Annex IX of Regulation 2017/745 has been followed.

REACH

« the device specified above, including parts, components and packaging fulfills the requirements of
the REACH regulation 1907/2006.

POP

= the device specified above, including parts, components and packaging fulfills the requirements
according to the Art 3{1)(a), 3(1)(b) and 5 of the Stockholm Convention (Art. 3(1), 3(2) and 6(1) of
regulation EU 2019/1021) and contains none of the POP (persistent organic pollutants)
substances listed in Annexes A, B and C of the Stockholm Convention (Annexes |, Il and Ill of
Regulation (EU) 2019/1021) - apart from the exemptions expressly listed in the Stockholm
Convention Annexes (Art. 4 of the Regulation (EU) 2019/1021).

ROHS

* the device specified above is in conformity with Directive 2011/865/EU (Restriction of Hazardous
Substances, RoHS) and delegated Directive (EU) 2015/863 amending Annex |l to Directive
2011/65/EU as regards the list of restricted substances (*RoHS3")

WEEE

= the device specified above is compliant with Directive 2012/19/EU on waste electrical and
electronic equipment (WEEE) and meels the provisions of this Directive.

This declaration is signed in Munich and valid from the date of signature.

Florian Hoffmann Vice President R&D

Ormrtats A « Sz d Gesstschalt Murcten - Handehrsgaier Munchen MRS 13560
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# BRAINLAB
ANNEX |

CURVE NAVIGATION 17700

STANDARDS / COMMON SPECIFICATIONS

Standard Title
Technical Documentation For The Assessment Of Electrical
IEC 63000:2016 + AMD1:2022 And Electronic Products With Respect To The Restriction Of
Hazardous Substances
’ . Medical devices - Quality management systems -
EN ISO 13485:2016+AC:2018 Requirements for latory purposes
EN ISO 14971:2019 Medical devices - Application of risk management to medical

devices

EN 62304:2006 + Cor..2008 + A1:2015

Medical device software - Software life-cycle processes

Medical device - Information to be supplied by the

I1ISO 20417:2021 :
Medical devices - Symbols to be used with medical device
EN IS0 15223-1:2021 labels, labelling and information to be supplied - Part 1:
General requirements
IEC 62366-1:2015 + A1:2020 Medical devices — Application of usability engineering to

medical devices

EN 60601-1:2006 + Cor-2010 +
A1:2013

Medical electrical equipment - Part 1: General requirements
for basic safety and essential performance

EN 60601-1-2:2015

Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance -
Collateral Standard: Electromagnetic disturbances -
Requirements and tests

EN 60601-1-6:2010 + A1:2015

Medical electrical equipment - Part 1-6: General
requirements for basic safety and essential performance -
Collateral standard: Usability

Biological evaluation of medical devices — Part 1: Evaluation

150 10803-1:2016 and testing within a risk management process
Application of risk management for IT-networks
IEC 80001-1:2010 incorporating medical devices — Part 1. Roles,
ibilities and activit
MDCG 2020-5 Guidance on clinical evaluation — Equivalence

AD - Site d it -
= FORM 04295
Record reme Curve Masagaton 17700 [REDFD
/ Rncoed mantes (KCITIE3.C5
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. ' £ BRAINLAB

ANNEX I
CURVE NAVIGATION 17700

DEVICE IDENTIFIERS INCLUDED

UDIDI m Name, Version Tradename(s)
Curve® Navigation
Curve Navigation System
04056481142520 | 17700 Curve Navigation 17700 | Curve Navigation System EM
Curve Navigation — Extension
Display Cart

W
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BRAINLAB Ol Pame. 984

81829 Munich « Germany

phone: +49B899915680
fax «49 89 892 15 88 5032

The “Director”
All India Institute of Medical Sciences
Ansari Nagar, New Delhi-110028 India

Munich, March, 2026
Subject : Manufacturer's Authorization Form

We, Brainlab SE, are an established and globally recognized manufacturer of server-based Gamma Knife
treatment planning software and advanced surgical navigation systems, which include Brainlab
Elements for Gamma Knife Planning (2 concurrent licenses) and the Curve Navigation System with
USG Integration, designed for high-precision radiosurgery and neurosurgical applications having factories
at Olof-Palme-Strasse 9, 81829, Munich, Germany, hereby authorize Messrs. Brainlab India Pvt. Lid.,
having registered office at B-26, Somdutt Chambers-Il, 9, Bhikaji Cama Place, New Delhi -1100686, India
and Corporate office at #301-B, Time Tower, Mehrauli-Gurugram Road, Haryana-122022, India to submit
a bid, process the same further and enter into a contract with you against your requirement as contained in
the above referred TE documents for the above goods manufactured by us.

We also state that we are not participating directly in this bid for the following reason(s): Brainlab SE and
its subsidiaries are duly represented by our local subsidiary M/s Brainlab India Pvt. Ltd., who has been fully
authorized by us to act as our representative in whole of India to deal, undertake, participate in the business
proceedings, guote rate for supply, installation, testing and commissioning, after sales services of our
products/equipment and their spare parts together with consumables and procure purchase orders to pass
fo us on such rates and conditions as may be negotiated by them for and on behalf of us.

We further confirm that no supplier or firm or individual other than Messrs. Brainlab India Pvt. Ltd. , #301-
B, Time Tower, Mehrauli-Gurugram Road, Haryana-122022, India on behalf of Brainlab SE, Olof-Palme-
Strasse 9, 81829, Munich, Germany is authorized lo submit a bid, process the same further and enter into
a contract with you against your requirement as contained in the above referred TE documents for the above
goods manufactured by us.

We also hereby extend our full warranty, CAMC as applicable as per clause 15 of the General Conditions
of Contract, read with modification, if any, in the Special Conditions of Confract for the goods and services
offered for supply by the above firm against this TE document.

We also hereby confirm that we would be responsible for the satisfactory execution of contract placed on
the authorized subsidiary and the spares for the equipment shall be available for at least 10 years from the
date of supply of equipment.

We also confirm that the price quoted by our subsidiary shall not exceed the price which we would have
quoted directly”.

Yours faithfully,

T o) P G

Florian Hoffmann \\

Co0 /

Brainialy SE - Sitz d. Geselischaft: Minchen - Handelsragister: Miinchen HRB 303366
Geschdfts!Unrends Direxioren: Rainer Brkenbach (Vorsitz), Florian Hoffmagin, Audoll Kreitmair, Toblas Schalkhausser
Vorsitrender des Verwaliungsrats: Stefan Vilsmeiar in

File No. 167/CNC/NS/2025-26/st. (Computer No. 3334702)
Generated from eOffice by REENA SHARMA, REENA SHARMA, DATA ENTRY OPERATOR, AIIMS on 29/06/2026 04:45 PM




2485656/2026/140

>

£ BRAINLAB Beanle Sles Gl

Olot-Palme-StraBie 9 - 81829 Munich -

Germany

phone: +4989991568-0
fax: +49 89 99 15 68 - 5033

All India Institute of Medical Sciences-Delhi
Ansari Nagar

110029 New Delhi

India

Miinchen, March 9, 2026
Quotation QN-AIIMSN-DDP-253

Subject : Optional Add-On Items for Future Upgrade: Ref: Server Based Gamma Knife Planning (2
Concurrent License) and Surgical Navigation System (on buy back basis 01) with USG Integration({1)
Delivery: CIP (Incoterms 2020)

Paymenl lerms: Lelter of credil 0% Order Confirmation, 75% Delivery, 25% Acceplance -

within 30 days of the date on the respective invoice

The prices and conditions set forth in this quotation are valid for a period of 90 days from the date of its issue.
The attached terms with the fitte ‘Standard Terms and Conditions' are hereby incorporated and form an integral

part of this quotation.

Cirg - Platform (Optional Future Upgrade)

Pariod in
Pos. AriNe Dest Oty monlhs
CIRQ
| 22876 CIRQ ROBOTIC BASE SOFTWARE 1
2 56500 CIRQ ARM SYSTEM 2.0 1
3 56100 CIRQ ROBOTIC ALIGNMENT MODULE 1
LICENSE SUPPORT IMAGE GUIDED SURGERY
4 BT7011-38 LICENSE SUPPORT CIRQ ALIGNMENT SOFTWARE BASE 1 108
SERVICE AGREEMENT SURGERY
5 8199507 LOANER PROGRAM CIRQ ARM SYSTEM (12 MONTHS) 5 12
5 12

6 61995-08 LOANER PROGRAM CIRQ ROBOTIC ALIGNMENT MODULE (12 MONTHS)

IMPLEMENTATION SERVICES SURGERY
7 B14281  INSTALLATION AND TRAINING CIRQ

Br, - Sitr d, Genslischalt: Miinchen - Handsisrogister: Minchen HRS 123130
Gascha 2 Krafl. Mils Ehrios, Carston Sommerfeldt. Rudol! Kreltmair, Tobias Schalkhausser
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FREIGHT, INSURANCE AND FEES
8 30780  FREIGHT, INSURANCE AND FEES 1
Cirg - Slereolaxy (Optional Fulure Upgrade)
Pos. AriMo Desoription ity m
NAVIGATION CRANIAL
9 22884  CIRQ ALIGNMENT SOFTWARE CRANIAL BIOPSY 1
10 22892  CIRQ ALIGNMENT SOFTWARE CRANIAL SEEG 1
LICENSE SUPPORT IMAGE GUIDED SURGERY
11 B7011-40 LUICENSE SUPPORT CIRQ ALIGNMENT SOFTWARE CRANIAL BIOPSY 1 108
12 B7011-42 LICENSE SUPPORT CIRQ ALIGNMENT SOFTWARE CRANIAL SEEG 1 108
ACCESSORIES CRANIAL
13 B15207 CIRQ ROBOTIC SEEG ACCESSORY PACKAGE 1
14 B15206 CIRQ ROBOTIC BIOPSY ACCESSORY PACKAGE 1
15 56424  ALIGNMENT BONE ANCHOR CRANIAL 2.1 MM / 3.8 MM 10
DISPOSABLES IMAGE GUIDED SURGERY
16 B15210 CRANIAL BIOPSY DRILL KIT (10 CASES) 2
17 56102 CIRQ ROBOTICS DISPOSABLE KINEMATIC UNIT (5 PCS) 2
18 56103 DISPOSABLE CIRQ ROBOTIC ALIGNMENT DRAPE (5 PCS) 4
19 B15211  SEEG DRILL KIT PMT 2.1 MM (10 CASES) 2
ONE-TIME SERVICES SURGERY
20 B2093-01 CLINICAL CONSULTATION IMAGE GUIDED SURGERY (1 CASE) 2
FREIGHT, INSURANCE AND FEES
21 50780  FREIGHT. INSURANCE AND FEES 1
Cirq - Spine (Optional Fulure Upgrade)
Period n
Pos. AnNo Description Qty. _months
NAVIGATION SPINE & TRAUMA
22 22BB0  CIRQ ALIGNMENT SOFTWARE SPINE 1
LICENSE SUPPORT IMAGE GUIDED SURGERY
1 108

23 B7011-39 LICENSE SUPPORT CIRQ ALIGNMENT SOFTWARE SPINE

GmbH - Site d. Gesallschalt: M b ogister. Minchen HAS 123130
Thomas Krafl, Nita Ehrke, Semmaerfeldt, Rudol! Kreitmair, Toblas Schalkhoussar

S Dg@ru\/
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Z BRAINLAB

Pos. #rtho Dascngbon

Paricd in
Qty. _months

ACCESSORIES SPINE & TRAUMA
24°B15200 ACCESSORY PACKAGE SPINE DRILLING FOR CIRQ PASSIVE

DISPOSABLES IMAGE GUIDED SURGERY

25 56102 CIRQ ROBOTICS DISPOSABLE KINEMATIC UNIT (5 PCS)
26 56103 DISPOSABLE CIRQ ROBOTIC ALIGNMENT DRAPE (5 PCS)

ONE-TIME SERVICES SURGERY
27 82093-01 CLINICAL CONSULTATION IMAGE GUIDED SURGERY (1 CASE)

FREIGHT, INSURANCE AND FEES
28 50780 FREIGHT, INSURANCE AND FEES

Cirg - Service Contract (Optional Future Upgrade)

Pos. Ariho, Deseripiion

10
10

SERVICE AGREEMENT SURGERY
29 81024-85 TECHNICAL SUPPORT PACKAGE CIRQ ARM SYSTEM 2.0

30 81025-28 TECHHICAL SI..I'-"POHT PACKAGE CIRQ ROBOTIC ALIGNMENT MODULE

Curve - Navigation System for Spine (Future Optional Upgrade)

Pos. ArLNo Description

Perod in
Qty. _montnhs

ELEMENTS PERPETUAL

3 26239 ELEMENTS SEGMENTATION SPINE
32 26334 ELEMENTS CURVATURE CORRECTION SPINE
33 26710 ELEMENTS SPINE PLANNING

NAVIGATION SPINE & TRAUMA

34 22268 NAVIGATION SOFTWARE SPINE & TRAUMA 3D

35 26780 REGISTRATION SOFTWARE SPINE

36 22263 REGISTRATION SOFTWARE - EXTENSION SURFACE MATCHING SPINE
37 22269 INSTRUMENT SETUP SOFTWARE SPINE

ELEMENTS LICENSE SUPPORT
38 87010-15 LH}EHSE Sl.IFPORT ELEMENTS CURVATURE CORRECTION SPINE

39 87030-08 UCENSE W’l’ ELEMENTS SPINE PLANNING

Nonins

40 87010-05 LICEHSE ELPP(H:!T ELEMEHTS SEGMENTATION SPINE

Sples GmbH - Siiz d. Gesellschalt: Minchan - Handelsregisier: Minchen HAA 123120
T Thomas Kraf, Nits Ehrice, Carsten Sommerteld!, Rudoll Mreitmair, Tobiss Schalkhausser
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LICENSE SUPPORT IMAGE GUIDED SURGERY
41 87011-28 LICENSE SUPPORT NAVIGATION SOFTWARE SPINE & TRAUMA 30

42 87011-26 LICENSE SUPPORT INSTRUMENT SETUP SOFTWARE SPINE

........ 3 11

43 87011-25 LICENSE SUPPORT REGISTRATION SOFTWARE SPINE
o rie cfta i s
44 87010-29 LICENSE

5181 wer 12 month

ACCESSORIES SPINE & TRAUMA

45 B23507 ACCESSORY PACKAGE SPINE FOR UNIVERSAL INSTRUMENT INTEGRATION

46 B23527 REFERENCE PACKAGE SPINE UNIVERSAL
47 41874 INSTRUMENT CALIBRATION MATRIX

48 B23915 AWLS & PROBES

49 B23916  CHISELS SHORT & LONG

50 B23919 DRILL GUIDE (2.0 MM]

51 B23918 DRILL GUIDE (2.4 MM)

52 B23917 DRILL GUIDE (2.6 & 3.2 MM)

53 B23920 DRILL GUIDE (4.5 MM)

54 B23921 DRILL GUIDE HANDLE WITH 4 MARKER ARRAY
55 52321 STERILIZATION TRAY DRILL GUIDE

56 52307 STERILIZATION TRAY INSTRUMENTS SPINE
57 55830-10 HANDLE GEARSHIFT FOR OPEN SURGERY

DISPOSABLES IMAGE GUIDED SURGERY

58 53153 DISPOSABLE CLIP-ON REMOTE CONTROL (20 PCS)
59 54929 DISPOSABLE FIXATION PIiN 4.0 MM X 125 MM (10 PCS)
60 55846 DISPOSABLE TROCAR INSERT FOR PEDICLE ACCESS NEEDLE (5 PCS)

FREIGHT, INSURANCE AND FEES
& 61 50780 - FREIGHT, INSURANCE AND FEES

Intraoperative 3rd Party Scanners Integration Kit (Optional Future Upgrade)
3D C-ARM/O-ARM/CT SCANNER Integration Hardware and Software Kit.

Pos.AriNo, Dest

SUPPORT REGISTRATION SOFTWARE SURFACE MATCHING SPINE

1 108

1 108

P § S U (A i g [ [ S S

AUTOMATIC PATIENT REGISTRATION

62 B13313  AUTO-REGISTRATION HARDWARE PACKAGE UNIVERSAL AIR
63 26735 AUTO-REGISTRATION SOFTWARE UNIVERSAL AIR SPINE

3 d. Gessilschaft Milnchen - Handelsregeier: Minchen HRAB 123130
: T Krafl, Nils Ehrke, Carsien Som Rudoll K . Tobias Schalkhausser

v
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Pox. AriNo

Description

64 87010-41

65 22182

66 81001-06

67 50780

LICENSE SUPPORT IMAGE GUIDED SURGERY
LICENSE SUPPORT AUTO-REGISTRATION SOFTWARE UNIVERSAL AIR SPINE

DISPOSABLES IMAGE GUIDED SURGERY
DISPOSABLE PATIENT SCAN DRAPE (10 PCS)

ONE-TIME SERVICES SURGERY
INTEGRATION AND VERIFICATION OF THIRD PARTY DEVICES (1 VISIT)

FREIGHT, INSURANCE AND FEES
FREIGHT, INSURANCE AND FEES

Microscope integration (Optionat Fulure Upgrade)

Pos. ArtNe.

Descrgton

68 2351
69 23512
70 23513
71 23514
72 15241-02
73 B1501

74 BT030-03

75 87030-02

76 87030-01

77 87030-06

78 89109-04 -
79 81001-1

NAVIGATED MICROSCOPE

NAVIGATION SOFTWARE MICROSCOPE

NAVIGATION SOFTWARE MICROSCOPE - EXTENSION HEAD-UP DISPLAY
NAVIGATION SOFTWARE MICROSCOPE - EXTENSION AUGMENTED REALITY
NAVIGATION SOFTWARE MICROSCOPE - EXTENSION ROBOTIC MOVEMENT
(ZEISS KINEVO 900 / KINEVO 900 S)

MICROSCOPE INTERFACE CABLE 4.0 (ZEISS KINEVO 900 / TIVATO 700)
MICROSCOPE ADAPTER AND TRACKING ARRAY (ZEISS KINEVO 900)

LICENSE SUPPORT IMAGE GUIDED SURGERY

LICENSE SUPPORT NAVIGATION SOFTWARE MICROSCOPE - EXTENSION
AUGMENTED REALITY

LICENSE SUPPORT NAVIGATION SOFTWARE MICROSCOPE - EXTENSION
HEAD-UP DISPLAY

el it ondl

LICENSE SUPPORT NAVIGATION SOFTWARE MICROSCOPE

LICENSE SUPPORT NAVIGATION SOFTWARE MICROSCOPE - EXTENSION
ROBOTIC MOVEMENT (ZEISS KINEVO 900)

2T afler le'm n

IMPLEMENTATION SERVICES SURGERY

INSTALLATION AND CONFIGURATION BRAINLAB CONNECTED CARE
INSTALLATION CURVE NAVIGATION SYSTEM
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* 2 BRAINLAB

Pon. AnMo Descrighion Oty m
ONE-TIME SERVICES SURGERY
80 81001-06 INTEGRATION AND VERIFICATION OF THIRD PARTY DEVICES (1 VISIT) 1
FREIGHT, INSURANCE AND FEES
B1 50780 FREIGHT, INSURANCE AND FEES 1
Cirg - Platform (Optional Future Upgrade)
T - - uso
TOTAL EXCL. TAX 374,148.0
5.57 % Blended Discounts -18,821.03
7.34% Blended Discounts -2,670.99
DISCOUNTED PRICE (EXCL. TAX) 352,655.98
Cirg - Stereotaxy (Oplional Fulure Upgrade)
N uso

TOTAL EXCL. TAX 137.409.20
5.57% Blended Discounts -6,468.07
7.34% Blended Discounts _ . 1.565.62
DISCOUNTED PRICE (EXCL. TAX) - 129,375.51
Cirg - Spine (Oplicnal Fulure Upgrade)
P s usp
TOTAL EXCL. TAX 84,937.00
5.57% Blended Discounts -4,015.83
7.34% Blended Discounts -944.44
DISCOUNTED PRICE (EXCL. TAX) ?9,976.5
Cirg - Service Contract (Optional Fulure Upagrade)

usp
TOTAL EXCL. TAX 37,133.06
7.34% Blended Discounts -2,724.18
DISCOUNTED PRICE (EXCL. TAX) 34,408.87
Curve - Navigation System for Spine (Future Optional Upgrade)

usoD
TOTAL EXCL. TAX 287,432.20
5.57 % Blended Discounts -12,416.12
7.34% Blended Discounts -4.741.23

GmbH - Slir d. Gesellschaft: Minchon « Handeisrogisior: Minchen HAB 123130
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DISCOUNTED PRICE (EXCL. TAX) 270,274.85

Intraoperative 3rd Party Scanners Integration Kit (Optional Future Upgrade)

usp
TOTAL EXCL. TAX 197,064.00
5.57 % Blended Discounts -T,394.67
7.34% Blended Discnun!; _ -4,722.22
DISCOUNTED PRICE{EXCL. TAX) - 184,947.12
Microscope Integration (Optional Future Upgrade)

. = . usn
TOTAL EXCL. TAX 243,631.00
5.57 % Blended Discounts -8, 713,77
7.34% Blended Discounts -5,401.93
DISCOUNTED PRICE (EXCL. TAX) '  228,515.30

) _— usp

Cirq - Platform (Optional Future Upgrade) 352,655.98
Cirq - Stereotaxy (Optional Future Upgrade) 129,375.51
Cirg - Spine (Optional Future Upgrade) 79,976.72
Cirg - Service Contract (Optional Future Upgrade) 34,408.87
Curve - Navigation System for Spine (Future Optional 270,274.85
Upgrade)
Intracperative 3rd Party Scanners Integration Kit (Optional 184,947 .12
Future Upgrade)
Microscope Integration (Optional Future Upgrade) 228,515.30

Handelsregistor: Milnchen HRA 123130
Sommaerfeidt, Rudol! Kreitmair, Toblas Schalkhausser
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The Trade-in Credit is contingent upon provision of a handover protocol for the below items; it will be revoked if
such handover protocol is not provided before or at the time of installation of the new equipment.

A Trade-In Credil will not be paid out in cash, even if it exceeds the value of the Quolation.

Subscription contracts enabled through a Trade-In Credits will enter into force upon Acceplance (as defined
above) and may not be cancelled by the customer,

Existing Service Contracts that cover the product which was traded in will automatically transfer to cover the
new equipment.

Curve - Navigation System

Trade-in credit for: stealth station s7
Technical Quote Review done by
Clc —
/':" ! V -
Deepshikha Sharma Thomas Kroenung
Technical Sales-Nartherm india Technical Quote Review Specialist
deepshika@brainlab.com
r
GmibH - Sitr d. Gessllschalt Minchan - mier: Minchen HRE 123130
= Thamas Kraft, Mils Ehrke, Fudol! Kmstmalr, Tobias Schafichausses
Tauate manually reewed) B?/ gWM ON-AIIMSN-DOP-250 - p. 8 of 80
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Medical devices included :
Please see below a table showing the relation between quoted articles and medical devices (UDI-DI).

UDI-DI is the medical device Unique Device Identifier - Device Identifier.

Pos. Ari.No, Quoted ltem Name LDI-DI EU Declaration of Conformity Name
1 22876 CIRQ ROBOTIC BASE SOFTWARE EU-Alignment Software Cranial 2.0
2 56500 CIRQ ARM SYSTEM 2.0 04056481143961 EU-Cirg Arm System 2.0
3 56100 CIRQ ROBOTIC ALIGNMENT MODULE 04056481141646 EU-Cirg Robotic Alignment Module (MDR)
g 22884A CIRQ ALIGNMENT SOFTWARE C'FthNIAL BIOPSY 78D EU-Alignment Software Cfani&! 21
10 22892A CIRQ ALIGNMENT SOFTWARE CRANIAL SEEG EU-Alignment Software Cranial 2.1
13 B15207 CIRQ ROBOTIC SEEG ACCESSORY PACKAGE
52336 STERILIZATION TRAY CIRQ ROBOTIC ALIGNMENT SEEG 04056481144340 EU-Sterilization Tray
§5758-30 HEX SCREWDRIVER BALL-END 2.5 MM ' 04056481139285 EU-Hex Screwdriver
5640 CIRQ ROBOTIC INSTRUMENT HOLDER CRANIAL 0405648141578 EU-Cirg Robaotic Instrument Holder
56402 ,CIRQ ROBOTIC TRACKING ARRAY CRANIAL 04056481141561 EU-Cirq Robotic Tracking Array
14  B15206 CIRQ ROBOTIC BIOPSY ACCESSORY PACKAGE
52335 STERILIZATION TRAY CIRQ ROBOTIC ALIGNMENT BIOPSY 04056481144333 EU-Sterilization Tray
55758-30 HEX SCREWDRIVER BALL-END 2.5 MM 04056481139285 EU-Hex Screwdriver
56401 CIRQ ROBOTIC INSTRUMENT HOLDER CRANIAL 0405648141578 EU-Cirqg Robotic Instrument Holder
56402 CIRQ ROBOTIC TRACKING ARRAY CRANIAL 04056481141561 EU-Cirg Robotic Tracking Array
56406-38 DRILL DEPTH STOP CRANIAL 3.8 MM 04056481144388 EU-Drill Depth Stop
15 56424 ALIGNMENT BONE ANCHOR CRANIAL 2.1 MM / 3.8 MM 04056481143817 EU-Alignment Bone Anchor
16 B15210 CRANIAL BIOPSY DRILL KIT (10 CASES)
56405-01A DRILL BIT CRANIAL 3.4 MM / 3.8 MM 0405648143701 EU-Drill Bit Cranial
56423 ALIGNMENT GUIDE TUBE CRANIAL 3.8 MM / 7.5 MM 0405648144418 EU-Alignment Guide Tube
56424 ALIGNMENT BONE ANCHOR CRANIAL 2,1 MM / 3.8 MM 04056481143817 EU-Alignment Bone Anchor
17 56102 CIRQ RCBOTICS DISPOSABLE KINEMATIC UNIT (5 PCS) 0405648141677 EU-Cirg Robotic Disposable Kinematic Unit
18 56103 DISPOSABLE CIRQ ROBOTIC ALIGNMENT DRAPE (5 PCS) 04250676737984 EU-DISPOSABLE CIRQ ROBOTIC
ALIGNMENT DRAPE (3rd party)

~

/Er.musm GmbH + 54z d Geselischalt Minchen - Handetsreglsier: Minchen HRB 123130
GoachiifisiDheor: Thomas Keaft, Nls Envke, Carsten Somnerfeldt, Rudol Kreltmair, Tobiss Schalkhausser
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£ BRAINLAB

Quoted ltem Name

Pos. Art.No. ubi-o1 EU Declaration of Conformity Name
18 Bis2n SEEG DRILL KIT PMT 2.1 MM (10 CASES)
56405-04 DRILL BIT CRANIAL 2.1 MM / 4.0 MM 04056481143145 EU-Drill Bit Cranial
56406-40 DRILL DEPTH STOP CRANIAL 4.0 MM 04056481143268 EU-Drill Depth Stop
5641 ALIGNMENT GUIDE TUBE CRANIAL 4.0 MM / 7.5 MM 04056481144401 EU-Alignment Guide Tube
22 228B0OA CIRQ ALIGNMENT SOFTWARE SPINE EU-Alignment Software Spine 2.1
24 B15200 ACCESSORY PACKAGE SPINE DRILLING FOR CIRQ PASSIVE
41839-27A DRILL GUIDE TUBE 2.4 MM X 150 MM 04056481139568 EU-Spine and Trauma Instruments
41830-28A DRILL BIT 2.4 MM AO SHANK (SUPPORTS DEPTH CONTROL) 04056481143244 EU-Drill Bit
41839-29A DRILL BIT 2.4 MM AO SHANK ; 04056481143237 EU-Drill Bit
41839-30B DRILL GUIDE TUBE 3.2 MM X 150 MM 04056481139520 EU-Spine and Trauma Instruments
41839-358 DRILL BIT 3.2 MM AOQ SHANK 04056481143220 EU-Drill Bit
41839-36A DRILL BIT 3.2 MM AO SHANK (SUPPORTS DEPTH CONTROL) 04056481143213 EU-Drill Bit
41839-51  DRILL GUIDE DEPTH CONTROL INSERTABLE 04056481139612 EU-Spine and Trauma Instruments
41839-60A DRILL GUIDE TUBE 2.6 MM X 150 MM 04056481139537 EU-Spine and Trauma lnstruments
41839-65A DRILL BIT 2.6 MM AO SHANK (SUPPORTS DEPTH CONTROL) 04056481143114 EU-Drill Bit
41839-69A DRILL'BIT 2.6 MM AOQ SHANK 0405648143176 EU-Drill Bit
52331 STERILIZATION TRAY CIRQ INSTRUMENT HOLDER SPINE 04056481139094 EU-Sterilization Tray
55838-62 TROCAR SHARP TIP 3.2 MM 4056481139599 EU-Spine and Trauma Instruments
55839-64 TROCAR SHARP TIP 2.4 MM 04056481139582 EU-Spine and Trauma Instruments
55839-66 TROCAR SHARP TIP 2.6 MM 04056481139575 EU-Spine and Trauma Instruments
56202 CIRQ INSTRUMENT HOLDER SPINAL DRILLING 04056481139087 EU-Cirg Instrument Holder for Spinal Drilling
56203 DRILL GUIDE COMPACT HANDLE WITH 4 MARKER SPHERES 04056481139605 EU-Spine and Trauma Instruments
31 26239%E ELEMENTS SEGMENTATION SPINE 04056481145880 EU-Brainlab Elements Contouring 5.0
32 26334C ELEMENTS CURVATURE CORRECTION SPINE 04056481145873 EU-Brainlab Elements Image Fusion 5.0
33 26T10B ELEMENTS SPINE PLANNING EU-Spine Planning 3.0
34 22268G NAVIGATION SOFTWARE SPINE & TRAUMA 3D 04056481144906 EU-Spine & Trauma Navigation 3.0
35 26780A REGISTRATION SOFTWARE SPINE EU-Spine & Trauma Navigation 2.0
36 22263C REGISTRATION SOFTWARE - EXTENSION SURFACE MATCHING EU-Spine & Trauma Navigation 3.0
SPINE
' §

mzﬁ;mme Geastischalt Minchen - Handeluregivier Munchen HRE 120130

rer: Thomas Kralt, Nils Ehrke, Carslen Semmerleldl, Rudol! Kreitmaér, Tobles Schalkhausser
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Pos. ArtNo, Quoted ltem Name UDI-DI EU Declaration of Conformity Name
37 22269C INSTRUMENT SETUP SOFTWARE SPINE EU-Spine & Trauma Navigation 3.0
45 B23507 ACCESSORY PACKAGE SPINE FOR UNIVERSAL INSTRUMENT
INTEGRATION
41786-2TA HEX SCREWDRIVER T-HANDLE 2.5 MM 04056481145606 EU-Hex Screwdriver
41798 INSTRUMENT TRACKING ARRAY STARLINK SIZE M 04056481006242 EU-Instrument Tracking Array
41789 INSTRUMENT TRACKING ARRAY STARLINK SIZE ML 04056481006235 EU-Instrument Tracking Array
41801 INSTRUMENT TRACKING ARRAY STARLINK SIZE L 04056481006228 EU-Instrument Tracking Array
55016 INSTRUMENT ADAPTER STARLINK EXTENSION 50 MM 04056481142209 EU-Instrument Adapter
55101 INSTRUMENT ADAPTER CLAMP STARLINK SIZE S 04056481005351 EU-Instrument Adapler
55102 INSTRUMENT ADAPTER CLAMP STARLINK SIZE M 04056481005344 EU-Instrument Adapter
56113 INSTRUMENT ADAPTER CLAMP STARLINK SOFTGRIP SIZE L 0405648141202 EU-Instrument Adapter
55114 INSTRUMENT ADAPTER CLAMP STARLINK SOFTGRIP SIZE XL 04056481141219 EU-Instrument Adapter
46 B23527 REFERENCE PACKAGE SPINE UNIVERSAL
524194 ADAPTER X-PRESS FOR PATIENT REFERENCE ARRAY 04056481146610 EU-Patient Reference Array Adapter X-Press
52424 DOUBLE OPEN-END WRENCH 10 X 14 MM 04056481005979 EU-Wrench
52429 BONE FIXATOR 2-PIN X-PRESS 04056481005955 EU-Spine and Trauma Instruments
55758 SPINE REFERENCE CLAMP CARBON WITH SLIDER 04056481139278 EU-Spine and Trauma Instruments
55758-30 HEX SCREWDRIVER BALL-END 2.5 MM 04056481139285 EU-Hex Screwdriver
55761-02A ADAPTER LONG FOR PATIENT REFERENCE CLAMP 04056481142742 EU-Spine and Trauma Instruments
55761A SPINE REFERENCE ARRAY FOR REFERENCE CLAMP CARBON 04056481142728 EU-Spine and Trauma Instruments
{4-SPHERE GEOMETRY)
418748 INSTRUMENT CALIBRATION MATRIX 04056481002725 EU-Instrument Calibration Matrix

%)4?

-

S%Emhﬂ- Sitz d. Gesslischall: Minchen - Handelsregister. Minchen HRDB 123130
HstGhrar: Thoaws Hralt, Nils Eneko, Carsten Sommericidt, Rudol! Krelimair, Toblas Schalkhausser
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Pos. Art.No. Quoted tem Name Dl EU Declaration of Conformity Name
48 B23915 AWLS & PROBES .
55830-10B HANDLE GEARSHIFT FOR OPEN SURGERY D4056481001292 EU-Handle for Open Surgery
55830-20A INSTRUMENT TRACKING ARRAY SPINE & TRAUMA 3-MARKER 04056481001261 EU-Instrument Tracking Array S&T
55830-25A INSTRUMENT TRACKING ARRAY SPINE & TRAUMA (SIZE ML) 04056481001254 EU-Instrument Tracking Array S&T
55830-27 INSTRUMENT TRACKING ARRAY SPINE & TRAUMA 4-MARKER 04056481001247 EU-Instrument Tracking Array S&T
55830-30A AWL (4.0 MM) FOR OPEN SURGERY 04056481001223 EU-Chisel, Awl, Probe for Open Surgery
56830-35A AWL (3.0 MM) FOR OPEN SURGERY 04056481001216 EU-Chisel, Awl, Probe for Open Surgery
55830-40 PROBE STRAIGHT (4.5 MM) FOR OPEN SURGERY 04056481001209 EU-Chisel, Awl, Probe for Open Surgery
55B30-43 PROBE STRAIGHT (3.5 MM) FOR OPEN SURGERY 0405648100193 EU-Chisel, Awl, Probe lor Open Surgery
55830-45 PROBE CURVED (4.5 MM) FOR OPEN SURGERY 04056481001186 EU-Chisel, Awl, Probe for Open Surgery
49 B23916 CHISELS SHORT & LONG
55830-15A HANDLE UNIVERSAL FOR OPEN SURGERY 04056481001278 EU-Handle for Open Surgery
55830-25A INSTRUMENT TRACKING ARRAY SPINE & TRAUMA (SIZE ML) 04056481001254 EU-Instrument Tracking Array S&T
55830-29 INSTRUMENT TRACKING ARRAY SPINE & TRAUMA (SIZE L) 04056481001230 EU-Instrument Tracking Array S&T
55830-50 CHISEL LONG FOR OPEN SURGERY 0405648100179 EU-Chisel, Awl, Probe for Open Surgery
55B830-55 CHISEL SHORT FOR OPEN SURGERY 04056481001162 EU-Chisel, Awl, Probe for Open Surgery
50 B23919 DRILL GUIDE (2.0 MM)
41839-38  DRILL BIT 2.0 MM AO SHANK DEPTH CONTROL 0 - 60 MM FOR DRILL 04056481145835 EU-Drill Bit
GUIDE
51839-20 DRILL GUIDE TUBE (2.0 MM) 04056481144821 EU-Drill Guide - Guide Tube, Trocar Insert
§1839-93  DRILL GUIDE TROCAR INSERT (2.0 MM) 04056481145057 EU-Drill Guide - Guide Tube, Trocar Insert
51 B23918 DRILL GUIDE (2.4 MM)
41839-28A DRILL BIT 2.4 MM AD SHANK (SUPPORTS DEPTH CONTROL) 04056481143244 EU-Drill Bit
51839-24  DRILL GUIDE TUBE (2.4 MM) 04056481144814 EU-Drill Guide - Guide Tube, Trocar Insert
51839-94  DRILL GUIDE TROCAR INSERT (2.4 MM) 04056481145064 EU-Drill Guide - Guide Tube, Trocar Insert

File No. 167/CNC/NS/2025-26/st. (Computer No. 3334702)
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Pos, Art.No, Quoted ltem Name UDI-Di EU Declaration of Conformity Name

52 B23N7 DRILL GUIDE (2.6 & 3.2 MM)

41839-36A DRILL BIT 3.2 MM AO SHANK (SUPPORTS DEPTH CONTROL) 04056481143213 EU-Drill Bit
41839-62 DRILL BIT 3.2 MM AO SHANK DEPTH CONTROL 60 - 100 MM FOR 04056481145859 EU-Drill Bit
DRILL GUIDE
41839-65A DRILL BIT 2.6 MM AO SHANK (SUPPORTS DEPTH CONTROL) 0405648114314 EU-Drill Bit
51838-26  DRILL GUIDE TUBE (2.6 MM) 04056481144807 EU-Drill Guide - Guide Tube, Trocar Insert
51839-32  DRILL GUIDE TUBE (3.2 MM) 04056481144791 EU-Drill Guide - Guide Tube, Trocar Insert
51839-95 DRILL GUIDE TROCAR INSERT (2.6 MM] 04056481145071 EU-Drill Guide - Guide Tube, Trocar Insert
51839-96  DRILL GUIDE TROCAR INSERT (3.2 MM) 04056481145088 EU-Drill Guide - Guide Tube, Trocar Insert

53 B23920 DRILL GUIDE (4.5 MM)
41839-39  DRILL BIT 4.5 MM AO SHANK DEPTH CONTROL 0 - 60 MM FOR DRILL 04056481145842 EU-Drill Bi

GUIDE
41830-64 DRILL BIT 4.5 MM AO SHANK DEPTH CONTROL 60 - 100 MM FOR 04056481145866 EU-Drill Bit
DRILL GUIDE
51839-45 DRILL GUIDE TUBE (4.5 MM) 04056481144784 EU-Drill Guide - Guide Tube, Trocar Insert
51839-97  DRILL GUIDE TROCAR INSERT (4.5 MM) 04056481145095 EU-Drill Guide - Guide Tube, Trocar Insert
54 B23921 DRILL GUIDE HANDLE WITH 4 MARKER ARRAY
51839 DRILL GUIDE HANDLE . 04056481144838 EU-Drill Guide - Handle, Array, Depth Conlrol
51839-01  DRILL GUIDE DEPTH CONTROL (0 - 60 MM) 0405648144777 EU-Drill Guide - Handle, Array, Depth Control
§1839-02 DRAILL GUIDE DEPTH CONTROL (60 - 100 MM) 04056481144760 EU-Drill Guide - Handle, Array, Depth Contraol
51839-03  DRILL GUIDE ARRAY 04056481144753 EU-Drill Guide - Handle, Array, Depth Control
855 52321 STERILIZATION TRAY DRILL GUIDE 04056481145491 EU-Sterilization Tray
56 53307 STERILIZATION TRAY INSTRUMENTS SPINE 04056481122836 EU-Sterilization Tray
57 55830-10B HANDLE GEARSHIFT FOR OPEN SURGERY D4056481001292 EU-Handle for Open Surgery
58 53153 DISPOSABLE CLIP-ON REMOTE CONTROL (20 PCS) 04056481005634 EU-Disposable Clip-on remote Contral
59 54929 DISPOSABLE FIXATION PIN 4.0 MM X 125 MM (10 PCS) - 0405648145200 EU-Fixation Pin
_ Cé 60 55846 DISPOSABLE TROCAR INSERT FOR PEDICLE ACCESS NEEDLE (5 PCS)04056481005108 EU-Disposable Trocar Insert Pedicle Access
Needle

’d

Brainlak Sales GrbH - Sitz d Gesellschalt. Minchen - Handelsreglster: Mlnchen HRB 123130
Geschiiftsilnrer. Thomas Keaft, Nils Ehebe, Carsten Sommatfeld, Rudolf Kreibmair, Tobiss Schalkhausser
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Pos. AriNo, Quoted llem Name ubI-DI EU Declaration of Conformity Name
62 B13313 AUTO-REGISTRATION HARDWARE PACKAGE UNIVERSAL AIR
19142-06  RADIOLUCENT DRAPELINK INTERFACE FOR CALIBRATION PHANTOM 04056481004637 EU-Calibration Phantom Intraoperative CT
INTRAOPERATIVE CT i
19148-01A CALIBRATION PHANTOM INTRADPERATIVE CT 04056481004569 EU-Calibration Phantom Intraoperative CT
19148-02A 'STORAGE CASE FOR CALIBRATION PHANTOM INTRAQOPERATIVE CT EU-Calibration Phantom Intraoperative CT
18152-02  RADIOLUCENT DRAPELINK PATIENT REFERENCE ARRAY 04056481004545 EU-Radiolucent DrapelLink Array
52324 STERILIZATION TRAY REGISTRATION UNIVERSAL AIR 04056481139353 EU-Sterilization Tray
55749-01 REGISTRATION MATRIX CT SPINE (OPEN SURGERY) 04056481140052 EU-Automatic Registration 2.5
55749-02 REGISTRATION MATRIX CT SPINE (SMALL INCISION) 04056481140076 EU-Registration Matrix CT
55749-03 REGISTRATION MATRIX CT CRANIAL AND SPINE (MINIMALLY 04056481140069 EU-Automatic Registration 2.5
INVASIVE) :
63 267358 AUTO-REGISTRATION SOFTWARE UNIVERSAL AIR SPINE 04056481145101 EU-Automatic Registration 2.7
65 22182 DISPOSABLE PATIENT SCAN DRAPE (10 PCS) 0074842611589 EU-Patient Scan Drape (3rd party)
68 235118 NAVIGATION SOFTWARE MICROSCOPE 04056481145828 EU-Microscope Navigation 1.7
69 23512 NAVIGATION SOFTWARE MICROSCOPE - EXTENSION HEAD-UP 04056481145828 EU-Microscope Navigalion 1.7
DISPLAY
7O 23513 NAVIGATION SOFTWARE MICROSCOPE - EXTENSION AUGMENTED  04056481145828 EU-Microscope Navigalion 1.7
REALITY
71 23514 NAVIGATION SOFTWARE MICROSCOPE - EXTENSION ROBOTIC 040564B1145828 EU-Microscope Navigalion 1.7
MOVEMENT (ZEISS KINEVO 900 / KINEVO 900 S)
72 15241-02 MICROSCOPE INTERFACE CABLE 4.0 (ZEISS KINEVO 900 / TIVATO EU-Curve Navigation
700)
73 B11501 MICROSCOPE ADAPTER AND TRACKING ARRAY (ZEISS KINEVC 900)
41767-194 MICROSCOPE TRACKING ARRAY 04056481141899 EU-Microscope Tracking Array
41767-55B MICROSCOPE ADAPTER FOR TRACKING ARRAY (ZEISS) 04056481003777 EU-Microscope Adapter

\%

Braiilab Sales GmbH - Sitz d Geasllachaft. MGnchen - Handetsregisier. Minehen HRB 123130
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