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O zellikle kimya, U retim ve kontrol (CMC) ile ilgili di zenleyici faaliyetlerden sorumludur. Sall IJ k
Otoritelerine gl nderimler ill in REG CMC belgelerinin haz[J rlanmas] ve yay[l nlanmas[] gibi faaliyetler.
Ayrl ca, yeni U ri ni veya pazarlanan lansmanlarl] desteklemek ill in REG CMC sorular(J nda HA'larla

etkile[J ime gel in.

About the Role
Major Accountabilities

‘Mevzuata uygunlukla dengelenmil] iJ avantajld n[J en U st du zeye [1 U kararak, inovasyona odaklanare
ki resel CMC du zenleme stratejisini formi le edin ve y[ netin
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-Atanan projeler/t ri nler ilJ in ti m ki resel CMC gl nderim faaliyetlerine (planlama, yazma, glJ zden
gel irme, koordinasyon, teslim) [ nct G k edin ve uygulayll n.

K resel gl nderimler ilJ in gerekli belgeleri ve ti m ilJ erik, kalite ve/veya gi ncellik sorunlar) nO belirle
ve onaylanan teknik kaynak belgelerin proje zaman 0 izelgelerine uygun olarak teslimedilmesi

konusunda g ri O 0 n.

~CMC du zenleyici stratejilerini, risklerini ve temel konulard n(J yaldl am dJ ngi st boyunca proje ekipleri
ne de dill er hisse sahiplerine zaman[] nda iletin. BCJ G mu , il] levseller aras(] proje ekiplerinde uygun

[ ekilde temsil edin.

~Sall I k Otoritesi etkile[J imlerini ve gl ri [0 melerini uygun O ekilde ball latmak ve y[J nlendirmek;
hedeflerin belirlenmesi, brifing kitaplar] nOJ n haz[l rlanmasO , provalar] n koordinasyonu ve planlanmas(]
risk azaltma planlar) nO n planlanmas(] .

~Sall IO k Otoritesi etkile imlerini ve g0 ri [0 melerini uygun 0O ekilde ball latmak ve y[I nlendirmek;
hedeflerin belirlenmesi, brifing kitaplartd n(J n haz[J rlanmasO , provalar(] n koordinasyonu ve planlanmas
risk azaltma planlard n] n planlanmasl(] .

Novartis U ru nleriyle ilgili teknik [J ikayetlerin / olumsuz olaylarCJ n / [0 zel durum senaryolard n(J n

all]l ndJ ktan sonraki 24 saat il inde raporlenmesi

‘Pazarlama O rneklerinin dall O tO0 mO (uygun oldul] unda)

Key Performance Indicators

O zellikle kimya, U retim ve kontrol (CMC) ile ilgili di zenleyici faaliyetlerden sorumludur. Sall I k
Otoritelerine gl nderimler il in REG CMC belgelerinin haz[l rlanmasl] ve yay[l nlanmas[] gibi faaliyetler.
Ayr[J ca, yeni U ri ni veya pazarlanan lansmanlarl] desteklemek ilJ in REG CMC sorular(] nda HAlarla
etkile[J ime gel in.

Work Experience

©perasyon Y[ netimi ve Uygulama
Proje YO netimi

SO nOr Otesi il birlild i

K It rler Arasl Deneyim

Skills

MU zakere Becerileri

&l apraz O O levli Ekipler
Proje yU netimi

Mevzuata Uygunluk

Risk YO netimi

Bokl mantasyon YL netimi
Kontroli Del ilJ tir

Risk Dell erlendirmesi

Language

0 ngilizce



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 |l help you thrive personally and professionally.
Read our handbook (PDF 30 MB)

OO0
Development

Business Unit
Development

ogd
China

OO0
Beijing (Beijing)

Company / Legal Entity
CN14 (FCRS = CN014) China Novatrtis Institutes for BioMedical Research Co., Ltd.

Functional Area
Research & Development

Job Type
Full time

Employment Type
Kadrolu

Shift Work
No
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var kPlayer = KalturaPlayer55802022 || KalturaPlayer; var config = { targetld:
"kalturaplayer6a5423da237a3980894932", provider: { widgetld: "10m7rm1pm", partnerid:
"2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause: false, muted: false, loop:
false }, sources: { options: {}, startTime: O }, 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) }



Job ID

REQ-10075420

Regulatory Affairs CMC Manager

Apply to Job



https://platform.moseeker.com/m/customize/page/novartis?job_number=REQ-10075420

Page 6 of 6

Job ID
REQ-10075420

Regulatory Affairs CMC Manager

Apply to Job

Source URL:
https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-affairs-cmc-
manager-tr-tr

List of links present in page

1. https://lwww.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-de-de
2. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-es-es
3. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-fr-fr
4. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-it-it
5. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-ja-jp
6. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager
7. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-zh-cn
8. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-ru-ru
9. https://www.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-sl-si
10. https://lwww.novartis.com.cn/careers/career-search/job/details/req-10075420-regulatory-
affairs-cmc-manager-ni-nl
11. https://www.novartis.com/about/strategy/people-and-culture
12. https://www.novartis.com/sites/novartiscom/files/novartis-life-handbook.pdf
13. https://platform.moseeker.com/m/customize/page/novartis?jobnumber=REQ-10075420
14. https://platform.moseeker.com/m/customize/page/novartis?jobnumber=REQ-10075420


https://platform.moseeker.com/m/customize/page/novartis?job_number=REQ-10075420
http://www.tcpdf.org

