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EudraGMDP integration with OMS - Manufactures (as-is) )

EUROPEAN ME Igl CINES AGENCY

Manufacturer Applicant/MAH

Responsible for
registration/updating organisation
data in OMS before submissions
(e.g. Initial MAA, Variation,

Renewal) via OMS CR process.
Manufacturers liaise with NCAs National Competent Applicant select Org/Loc in the relevant section of the eAF
for their Manufacturing Import Authorities Finalise & submit the form
Autorisations (MIA) HE Y RDE
. E__"
Application referring to a manufacturer o - To be included in OMS via OMS
that has not yet been inspected CR process:
» Human API manufacturers in
Manufacturing and Import NCAs GMP certificatesf non-compliance i Liechtenstein, Norway, Romania
Authorisation (MIA) reports = * New/updated
EU - Inspections carried out to all EU e i manufacturers/distributors in EU
O 8dxE, sEiRT : manufacturers eAFN - countries (if not yet inspected)
|EER4E 4~ . )
%%U) ERIta ‘\L_“% + Inspections carried out to some non- New/updated |.‘nar1L.|facturers n
UV T. NCAsHEEBH EU manufacturers non-EU countries (if not yet
1EFREZHF L T ars OMS supplies organisation master data inspected)
- BLERT D AR GDP certificates/ non-compliance to eAF ' I;T;]rﬁqg i??; 325150 be
. EUAE T S —
BERT DIERT reports @ EudraGMDP T —
ia v v Lmspelct'\ons carried out to all EU A R— AN OBERAE v
istributors —
Wholesale distribution OMS I & 55
authorisations (WDA) Data from EudraGMDP loaded to OMS in Q< -u16
»  New/updated distributors L
P EudraGMDP More data loads may happen in the future (to add new OMS OMS: Organization
organisations/Locations, known as DELTA load) Master Data Management System
19 OMS - Organisatiu.. . - —i1vices

Classified as internal/staff & contractors by the European Medicines Agency
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NEW

EudraGMDP integration with OMS - Manufacturers (propose

Applicants/MAHs Manufacturer

OELEZEE,
SLEMRTTERE

EHoms|IcEL
Applicant select Org/Loc in the relevant section of the eAF YEFTIEER A I

Finalise & submit the form *ﬁ,%‘ﬁ/ IE

-
BEE
Responsible ..

Note: to be further discussed and
agreed with the Network.

sm==| Responsible to registration/updating
P register/update org. data in organisation data in OMS
b Application referring to a manufacturer - o ] OMS before submissions for application e.g. MIA
] ape . "
that has not yet been inspected (Initial MAA, Variation,
e Renewal).
NCAs =
. - Send OMS CR for:
Manufacturing and Import . A = en " or :
Authorisation (MIA) A 4 GMP certificates/ non-compliance = - New/updated Applicant/MAH
* New/updated manufacturers in EU reports ) . = : in EU OMS CR for:
« Ma. ®FEudra CGMPILBEfE ‘a + Inspections carried out to all EU \ « New/updated
7 : manufacturers Manufacturers in EU

API rej%ﬁejﬁfﬁja + Inspections carried out to some non- + New/updated
- All API manufacturers & importers EU manufacturers OMS supplies organisation master data Manufacturers in non-EU

i to eAF countries

in EU
+ May not contain: data from GDP certificates/ non-compliance

Liechtenstein; Norway; Romania reports . ) @) A S HIEFTIS

« Inspections carried out to all EU OMS7) b Z&IsFTIR v
Wholesale distribution distributors ¥R % EudraGMDP 3|
sation EYTE
authorisations N OMS: Organization
+  New/updated distributors ) OMS
EUdI'CIGMDP OMS supplies data to EudraGMPD Management
h Master Data System
20 OMS - Organisa. _rvices

Classified as internal/staff & contractors by the European Medicines Agency

% EudraGMDPY R FLDNZEEMHEIZDUNTIEZ. EMADWebinar&#} lpresentation-industry-webinar-introduction-
organisation-management-services-oms-activities_en] # ZSHB &Ly,
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1. EMAZ h™9 Y MMERE

OEMA Account Management™ s 7 A > FEERLET,

THDOYURIEAZEIZRELET,
X BERTIA—IWT RFLREIEHDA—ILT FLATHEWLLET,

O7Hhor rORITHFF, REDENBHFT S LLEARTI A,
THDY FORITRERENERLIZA—ILIZ, THV U ERMfIEESA=C &
FEEN-THOY FENERBRINET,

[EMA Account Management® 7 h o > MMERER—]
https://register.ema.europa.eu/identityiqg/external/registration.jsf#/register

XKT7hor FRBEDEFER
ERLT=7Hh > F TEMADOWeb SitelZ6 W BRI T A U EM2=BEIZIE, THDOU R

|mHESINFET, )
. —IrE,ﬁ\HFHEI (5h B E2;8R) OF 4 o LMEA(X. “EMA Account Expiration Notification — Action
required"E NS B A FILTA—ILNEFET, ZOA—IILEZEEZEABLURANIC, 054
LTLEELY,

2. Industry Super User7 Ao FDREER
OEMA7 A > b ZFUVTEMA Service deskh LI LVEDHEZF1TD

[ EMA Service desk kv TR—)
https://servicedesk.ema.europa.eu/jira/servicedesk/customer/user/login?destination=portals



https://register.ema.europa.eu/identityiq/external/registration.jsf#/register
https://servicedesk.ema.europa.eu/jira/servicedesk/customer/user/login?destination=portals
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3.

Industry Super User7 h ) > FDERL
OEMAT 7o > b Z A LVTEMA Service deskiN 5 BBEEE 1T D,

[ EMA Service desk kv TR—)
https://servicedesk.ema.europa.eu/jira/servicedesk/customer/user/login?destination=portals

KFIEDHEE (X Thow-request-first-spor-industry-super-use-role_en| & ZSHB =LY,
SE#H(X. TZ-SPOR User Registration Manual] @P.7MIndustry Super User,
P.10 5.3 SPOR Super User access request for industry and NCA users& S8 { 2 & L),
CDHEDRIZIEAFTD Trequest form(Z2-SPOR Super User Affiliation Template letter)(word)] [Z

Official Organisation letterheadZ AL, EEL % LzXE*RE (VA rETOT7 v TO—F)
ITLWET,


https://servicedesk.ema.europa.eu/jira/servicedesk/customer/user/login?destination=portals
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Olndustry Super User & %2 D 1=EMA7T 7170 > k Z FHL Y TSPOR data management servicesh 5

REEZ1TO,
[SPOR data management services kv TR—]
https://spor.ema.europa.eu/sporwi/

XFIEIZDLNTIE.
(774 L% : E-OMS Change requests) & ZSHBR1Z& LY,

XEEXIZIHT->TIX. TlOrganisation data quality standards in OMS |
CBHBEEL,

l'Guidance on supporting documentation/information to be provided with OMS change requests |

(Z74J)L% : C-OMS Data Quality standards ) %

| EMAT H v TR A Y

MEDICINES AGENCY

\J SPOR - Organisations Management System

| Products | Organisations

[ Referentials

Documents

View Requests

New Organisation Request

New Organisation

Create a new organisation - as new legal entity
Create a new organisation - split from existing organisation:

EUROPEAN MEDICINES AGENCY
SPOR
Sabetances I radcts I rgemiaarions I Reterentints T I
SPOR data management services
Detvering qusity dots manss 1Ce5 TOF SUBSANEeS, DrOts, OrOAMISASNS and referentials (5OR) t pawer £U rogulatory
e four SPOR. data managem
.
'0 Substance Management Services (SMS)
-
o Product Management Services (PMS)
36’ Qrganisation Management Services (OMS)
D) Referentials Management Services (RMS)
EUROPEAN
e EMA comporate: web
Substances
SPOR Home (Organisations
 and cata qualty processes drive tre SPOR dsta management, services to ensure Ehat Ene highest quality of data s svalable to support EU regulstory
Home / Search Organisations /
~ CR Information
R Type
"o
- Request Reason®
b
Justification
H w j R—=
SPOR data management services v v f—
Contact Phone

~ Organisation Details
Organisation Name *

Acromym

Organisation Type"

X000

XRRNK

Attachments
No documents found, click to add 4

Audit trail
Status to
No data available in table

Date &

Comment

Bl) FHREREE


https://spor.ema.europa.eu/sporwi/
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5. &

OOMSIZBI L TQ&A (OMS Frequently Asked Questions (7 7 4 JL£ : A3 - OMS Questions & Answers) )
NETWEITDTISELFEEIULY,

ORFIOIT=_a1T7ILZEIL. SPOROMS MDDocumentsZ CFER L F2& LY,

[SPOR OMS Documents®) R— ]
https://spor.ema.europa.eu/omswi/#/viewDocuments

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System
substanocas [ Products | Organisations Referentials Help
JR Home QOrganisations Documents
Home / View Documents
General  Technical
Document Name Document Description Published Date v Actions
E - OMS Change Reguests Guidance - Rules and Supporting documentation reguired by change reguest type 2022-05-30 [
C - OMS Data Quality standards Guidance - Data quality standards applied in OMS 2022-05-30 [
A5 - SPOR API Access and Usage - "
Webinar 18 March 2092 API Registration process and OMS/RMS API usage demo and tips 2022-04-04 E
A4 - OMS Introduction - Webinar 10 \uopinar s sarvices, activities and Statistics - 10 March 2022 2022-03-14 5
March 2022
A3 - OMS FAQs Guidance - OMS Frequently Asked Questions 2022-03-0% M
A2 - Quick initiation pracess flow Guidance - Quick reference guidance for first time users: introduction, access and add/update records 2022-02-03 i
V1 - RDM Customer Satisfaction L
Survey 2021 SPOR Customer Satisfaction Survey November 2021 2022-01-31 L
Z4 - SPOR API Access - Webinar 10
November 2021 SPOR API Access - Webinar 10 November 2021 2021-11-11 k
76 - SPOR API Access Request Form  SPOR API Access Request Form 2021-11-08 h
G1 - Q&A on eAF Mandatory use of . " .



https://spor.ema.europa.eu/omswi/#/viewDocuments
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OMSIE#RI%. BERRDLFi%EOrganization ID [ZE D < Organization Namehm 5. 1%
FrZLocation IDIZED < Addressm™ 55| LET ., R—O0rganizationIDELDE!
EAT - BEFZILLocation IDTRAEILET,

()ABC Co., Inc . OMS Organization OMS Location(Address)
@ ; ABC Co., Inc (B &BRFEE) [G]— D Organization P & |ZLocation
U @ Ti2 IDX% UMOrganization® | IDAMTEEND
' | i XYZT 3 Wy ABC Co., Inc XyzL5 (ABC Co., Inc)h
#-" = T35 5xn5
@ﬁﬁ&%%% PQRIif-&]_ ABC Co., Inc PQRL1z

EudraGMDP < R T L~ D E X & HCGMPEEBAD EAEEEN H S5 S . FEEATHEFRIZONSIC
BERINTVEID, HEHRLIAIRARREIELGLICENBYFT,

OLIATDEERAIFEHR & £75 5 1HEHD — 15
(BED) FAHFEH | MST—2—XE FEASEHA AR AR

oh 5% 1A 26 DI LOEE el
B4 | ABC Co., Inc xyz Plant | ABC Co. Inc - Co., M “7 AL - 47 B LE. ERAT
- xyz planth3ZzLy -7 xyz plant” %

Organization&(ZBNT H2EE
#1175 & . B—0rganizationX

NETCHDEXEFDRAIMNFZEL
BEZ50DT, EEMNICEERT,
XFR 3-3-2, Kasumigaseki, Kasumigaseki 3-2-2,| - #iMZIZEEDELY - ORTLOERLE, EEAT
Chiyoda, Tokyo, 100- Tokyo Chiyoda, - FDERFRADEELY - R E. BEFA
0013, Japan 100-0013, Japan
DUNS No. | DUNS No. % Y DUNS No. % L * DUNS No. Y TiBEIC - TEZLXHPE

FEEBAFEIA L TH. OMST—
2 EIZDUNS No. A7z LY
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OPMDAEFHERICTIREZHEWL TWAIEHRANAEFT—42 (EudraGMDPAIL—F) @
BFEHICEENHYFI DT, HERTO ZRBEZHSBLLET,

[PMDATR—LR—2 - EHEERA]

https://www.pmda.go.jp/review-services/drug-reviews/cert-exp/0002.html

OFHLEHER
- OMS Orgnaization ID, OMS location No.ZOMSZSRiEERD BN
- T, BEEHEHE
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FEABAGAFAET TOARACEDLT — 28 Fu LT TS,

1 MANUFACTURING OPERATIONS — MEDICINAL PRODUCTS* WA A
PRAES [H]

T T [T Y

OMS1h

OMS Organizasion ID
Organization Name [E]

OMS Location No.
Address(197 B)4EF 1 [E]
Address(2 17 B){¥Fi 2 [E]

| |Address(3fr B)BEHEE(E]
Address(417 B )#E R IR AE[E]

| |Address(547 B)EH[E] APAN
e _ _ ANTZEHE. 2ff-sff-atirTc A AL TS
15 | |(DUNS Number) (20 =l

17| [HEmoEE[A]
18 | |HEAOF{cd [A]

Bl e =p —v v O

AN—NERD | =EEEme- (EED 4



https://www.pmda.go.jp/review-services/drug-reviews/cert-exp/0002.html
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OEudraGMDP 2 X 7 L~ DGMPEEBAIR#R & L TOMSESFIFEMMA RSN D18,
EHRLI-E&ERT OB ERK153IR) OREHBENERTINET,

[PMDATR—LR—2 - EHEERA]

https://www.pmda.go.jp/review-services/drug-reviews/cert-exp/0002.html

OF L LEEEM
- OMS Location®miBE2
- T D, EREERE

(#= 1 531/
Ministry of Health, Labour and Welfare

CERTIFICATE NUMBER:
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1
Issued under the provisions of the Mutual Recogmtion Agreement between the European Union and Japan.

Issued following an inspection in accordance with -
gmpe.art.directive. H (Human)

The competent authority of Japan confirms the following:

The manufacturer :

Site address:

[ Loceior |

DUNS Number:

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on ¥¥¥¥-
MM-DD (Date). 1t 1s considered that 1t complies with
The Good Manufactuning Practice requirements referred to 1n the Agreement of Mutual Recogmtion between

the European Union and Japan.

Thus certificate reflects the status of the manufacturing site at the time of the mspection noted above and

should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
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