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Performs, supports or supervises instrument related qualification activities and change control
including issuing, review and LU approval of corresponding documentation. Serves

as the point of contact between local QA and local ARD for inquiries regarding instrument related
processes and represents Analytical research & development in related networks, committees, and
initiatives, if necessary, and collaborates with Qualification Experts and similar roles across line
functions.

Responsible for instrument lifecycle activities like calibration and requalification. Serves on site level
as the point of contact between QA, ARD laboratories, other Qualification Experts (QE),

and service provider (if applicable).

About the Role



Major Accountabilities

* Oversee GMP analytical instrument lifecycle activities within ARD, including instrument
gualification, maintenance, calibration, testing, and coordination with vendors, QA, and IT
functions.

* Maintain the GMP instrument management system and analytical instrument database,
ensuring compliance with applicable regulations, validation requirements, and data integrity
standards.

* Develop, review, and update instrument-related procedures, guidelines, validation
documentation, and validation master plans as required.

* Support regulatory inspections, audits, and laboratory walkthroughs by coordinating
preparation activities, addressing observations, and ensuring timely follow-up actions.

* Provide technical expertise and troubleshooting support for analytical instrument-related
deviations, issues, investigations, and continuous improvement initiatives.

* Act as a liaison between local QA and ARD teams, ensuring alignment on GMP instrument
management practices, technical agreements, qualifications, and compliance requirements.

¢ Coordinate training programs for employees and contractors, ensuring appropriate
gualification and training on analytical instruments, GMP procedures, and related systems.

* Represent ARD in global instrument-related initiatives and ensure the availability of certified
reference measuring instruments, including review and assessment of external calibration
results against instrument requirements.

Minimum Experience

* Bachelor's or master's degree in chemistry, Pharmaceutical Sciences, Analytical Sciences,
Engineering, or a related scientific discipline.

* Minimum 2 years of hands-on experience in analytical instrument qualification, calibration,
validation, and lifecycle management within a GMP-regulated environment.

¢ Strong understanding of GMP principles, data integrity requirements, and analytical
instrument lifecycle management, including qualification, maintenance, and compliance
processes.

¢ Excellent scientific, communication, and presentation skills, with the ability to effectively
collaborate across Quality, IT, laboratory, and external vendor teams.

¢ Strong organizational skills, quality mindset, and teamwork capabilities, with a proven ability
to manage multiple priorities while maintaining a high level of compliance and operational
excellence.

Why Novartis: Helping people with disease and their families takes more than innovative science. It
takes a community of smart, passionate people like you. Collaborating, supporting and inspiring each
other. Combining to achieve breakthroughs that change patients” lives. Ready to create a brighter



future together? https://www.novartis.com/about/strategy/people-and-culture

Benefits and Rewards: Learn about all the ways we Il help you thrive personally and professionally.

Read our handbook (PDF 30 MB)
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var kPlayer = KalturaPlayer55802022 || KalturaPlayer; var config = { targetid:
"kalturaplayer6a7954d0d75ba542286152", provider: { widgetld: "10m7rm1pm", partnerld:
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"2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause: false, muted: false, loop:
false }, sources: { options: {}, startTime: 0 }, disableUserCache: "true", plugins: {}, sources: { options:
{}, startTime: 0 }, ui: { showCCButton: false, settings: { showQualityMenu: true, showSpeedMenu:
false }, components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets:
['Playback’, 'Live'], area: 'BottomBarRightControls’, replaceComponent: 'Fullscreen’, get:
kPlayer.ui.components.Remove } ] } }; // Check and add plugins only if they exist if
(kPlayer.plugins["download"]) { config.plugins.download = { disable: true }; } if
(kPlayer.plugins["transcript"]) { config.plugins["playkit-js-transcript"] = { position: "right", // Default:
bottom;('left’, ‘right’, 'top’, 'bottom’) to enable transcript. expandMode: "over", // Default:
alongside;(‘alongside’, 'hidden’, 'over’) expandOnFirstPlay: false, showTime: true, downloadDisabled:
false, printDisabled: false, disable: true }; } if (kPlayer.plugins[“preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (kPlayer.plugins['navigation"]) { config.plugins.navigation =
{ position: "right", expandMode: "over", expandOnFirstPlay: false, visible: false }; } if
(kPlayer.plugins['hotspots”]) { config.plugins['playkit-js-hotspots’] = { disable: true }; } if
(kPlayer.plugins["'moderation"]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(kPlayer.plugins[“info"]) { config.plugins['playkit-js-info’] = { disable: true }; } if
(kPlayer.plugins[“share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents = []; if
(kPlayer.plugins["googleAnalytics"]) { config.plugins.googleTagManager = {};
config.plugins.googleTagManager.customEventsTracking = {};
config.plugins.googleTagManager.containerld = 'GTM-57RJQ5';
config.plugins.googleTagManager.customEventsTracking.custom = [];
config.plugins.googleTagManager.customEventsTracking = { preset: { coreEvents: true, UIEvents:
false, playlistEvents: false, castEvents: false } }; }

/I Ensure the global player registry array always exists, regardless of embed type.
window.kalturaPlayerVideos = window.kalturaPlayerVideos || []; try { var thumbEmbedPromise =
thumbnailEmbed({config, medialnfo: {entryld: "1dgfvmafo"}}); // thumbnailEmbed() returns a
Promise that resolves with the player instance // when the user clicks the thumbnail. Use .then() to
capture the player directly. thumbEmbedPromise .then(function(player) {
window.kalturaPlayerVideos.push(player); // Notify kalturadatalayer.js that a new player is ready so
it can // attach custom event listeners immediately, regardless of when // the user clicked the
thumbnail relative to page load. document.dispatchEvent(new CustomEvent('kalturaPlayerReady’, {
detail: { player: player } })); }) .catch(function(error) { console.error(error); }); } catch (e) {
console.error(e.message) }

Accessibility and accommodation

Novartis is committed to working with and providing reasonable accommodation to individuals with
disabilities. If, because of a medical condition or disability, you need a reasonable accommodation for



any part of the recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to diversityandincl.india@novartis.com and let us know the nature of your request and
your contact information. Please include the job requisition number in your message.
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