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Plenary session — Track and trace for access to safe medicines

RS CEUDHINED

Opening remarks and welcome to the conference

Ulrike Kreysa, Senior Vice-President Healthcare, GS1 Global Office, Belgium

Ravi Mathur, CEO, GS1 India

Mr. Bhupinder S. Bhalla, Additional Secretary, Department of Commerce, Govt. of India, and
President, GS1 India

Marianne Timmons, President Industry Engagement & Standards Development, GS1 Global Office,
us

Dr. Vinod K Paul, Member (Health, Nutrition & Gender), NITI Aayog, India

Ulrike Kreysak:

20174E8H . Interagency Supply Chain Group (ISG:ELARIILTOEREGOYTSAFI—DHREL
XETBHUIIL—TTWHO, A=t T7ELXEL TV HINGSIIZEFFIRLIz, GSID R MG ERR K Y
TIAFI—U~DEBMDETEFTHFINDLSITH->TETLS,

AURE BMEEERNDGSHREZRFLL-ERTRIODEDIDTHS, = NLRATTREMN
EERTREGMHEZHEOTEY . RELFTTLHEERIZLERLTIL S, EEKBECRERBEICTEN
DELDENSDFREEZFVRATNS, COLILEAURIZENT, SEHMO TGCSINLRT 7 ERRE
NBMESNSILIEIRERRRN EER - EEMFA—N—BLURHZBIESMLTEY. BEHMGE
BICAIFERRME. T4 ANy avE8HFT 5,

tDZFEENDL SMEADHL, AR —EIUVGSTARER, GSIAUFDRZYINDEHHDEE
AEbNT=,

Ulrike Kreysa K Ravi Mathur & Bhupinder S. Bhalla & Marianne Timmons & Vinod K Paul K
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Traceability across the world

1. 1YV FDBEBEREDSYI&FU—RIYRT A
Indian track & trace systems for exports

FREFP. 45
Ms. Tripti Nakhare, Senior General Manager - Regulatory Affairs, FDC Limited, India
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FUoSAVHRBI~NDBEESHEMEEEIZ, N—O—FHAD+HRHERAR—REHERT B=00D/\vr—T%
FrEFHEZEEREL TS,

AVREHEATRIDICEZERDINS VI &N —REEHMH FT-ED1DTHY. FDCTH. 2011 FITIF/N
—O—FICEAETBIVINIT7ELIUN—FIT7ZRAELTWS EETAVITELHIEFZZTERL. &
EMFETIEZIENENKS, ABLTNE/HRYDBEMNLTRITERYIERL,

INSDOEFAAICERL. GSIAURD SRR GERIREEZ T TS, HifibL—=2 7 [EWebinarfZ (T
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2. EUMSEI%IES (FMD) OEHE SRBEP. 49
The Implementation of the EU Falsified Medical Directive (FMD)

Mr. Andreas M. Walter, General Manager, European Medicines Verification Organisation
(EMVO), Belgium

EUMDFMD (Falsified Medicines Directive: {&&EZRE A FRIES) AARIBHIIZIEEL -, COHESIX2011
FEIZAREINT=1LD T, DSafety Features (EERJBIEDH B EBIEDETHIL) . @Good Distribution
Practices (GDPIZ XA H BEE ML) . @Active substance controls (EESREENDEEAIL). @
Internet sales awareness GERIEA U SAVERFED IO D OTRELEDIER) DA DDHEMNSEHTILNS,
WTFhiZeERLEDE-ODEETHHN. 2019F28 M i5lE. DSafety FeatureshffEITE 1=, Safety
FeaturesTRO LN D, EFESRFBII VAT LIE, TTIZMLOTITHONTVWSFEELERXMIZIIRLCTHD



AL EUDRHEL TR, N—a—FRAEBEDRIAR I, EUEATORYEHTHHENBGEMVS
(European Medicines Verification System: BRI EZFE MIRFEL AT L) B LIZRBAE VAT LZRALSZEIC
3%, EMVO (European Medicines Verification Organization : FR N BE 28 AR SEAEHE) (£ BN O R EFAKT
BRSNS FEEF OB T, EUEARDEREIETIBEL T SEuropean Hub (EUNTD) DEBZEITH>THEY. &
E D EZE AR FE#4E (National Medicines Verification Organisations (NMVOs) ) &1 719 5% TEMVSHYLE
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LTEIfFShTLV S,

How the system works

Medicine : \ = Manufacturer/
supply chain parallel distributor

Safety data

n Wholesaler Wholesaler
(country 1) National Medicines National Medicines (country 2)
. Verification System Verification System
(country 1) (country 2)
Pharmacist/ Pharmacist/
hospital hospital
% pharmacist pharmacist

(country 1) (country 2)

Patient Patient
(country 1) (country 2)

EMVSIZIZIRFAEIOMNENSMLTEY (127 EF) v HAPOENTLNS) . 20195F9H T2,47911 DR
ERFTEENERL TS, BRERBIN2ATHY. FEINDIBE (2575 ~307) ITHLTHROR
BLTWS, LD DA—H—TIE BEHEERIITOTLNDILDNDETHOT—4%7 vy TA—RLTULVAL
RiRTHD

F-. EEEEBARIDOEUNT LOEGEIE LHERINT0%. EHINT19%THS. EHEDOBIEEIE LIzhH
BYKREZESDENDHY . FICTSVRDEREFELEI>TLVENKRTH S, *bDLTL\é‘d’&"CO)
ENAEELT. 200910 AB A CRAIZHER L ED/N—a—KRHRA&AWMYATHN, 1505 E L EDE
NETWS, Z2EDEIIAIGHADIR (RFvF—DOFBEULZFIAPI—F—AIVIFORRE) I J:é%
DNEFEEAETHY . BEERERICEDBLDTIEEN, COZBELRIBEMN=DIZONFELTEY. &
FT—H2T1.32%&%> TS, BIZELTIL0.05% U T ELEFETH D,

BHE.AX)ADOEUBERE A BB LLE>TULSA, B A THATH, FMDELTORYMAHEIZER
e/ AN



3. XKEOEER U —YEU T 1 8BH — DSCSA
The US regulation for traceability of drugs - DSCSA
Dr. Connie Jung, Senior Advisor for Policy, Office of Drug Security, Integrity, & Response,

ERIBHP. 56

U.S. Food and Drug Administration
Jariwala Jay, Assistant Country Director (Drugs), US FDA - Office of International
Programs, India Office

DSCSA (Drug Supply Chain Security Act: EER Y T4 F—0REREE) (T, WEBELENSEEIC
ESET.BEERDAVTIITAERDI=DIZEFESNI=ELD T, 2013FIZAMEN, 2023FF TIZEF
EIZ&KBRIY I —RADBEELGS>TND, A=ZYRLARIL (FELANIL) TOEFNETL. AEEEREA
LT H-0. TNTNDOEFREDEREE. TNTLERTAIDBFEIN TS, TELGHS (BIE.
T, B ERMNGERALE) EREYGREIE(FERRORE. RBEH#FETHEVN. Y T54Fx
— 2 EDEFI) T —OREHEMIFLLAVESR) OHREEMELTV S BEIZOEH/HLLTIEUT
DEIITEHBLNTULVD,

SRaJENS | B4
REEBERUTUNyT—Sy H RS -3PL = - ERIhE
* FDALEMRBRNSS * HMRMIELEFNDSE ® BPATHIS1EVAZRAL
. .
* FDAQERRBRANIT HERL, RERATET cusee
BRYA NF—IR—R LTnace * SHOUBF-IEHE
(DECRS) %#HeI2 ® FDADFT—HR—A%RFRE

FDAD EE G &EIZ{%R D&Y MM (FDA’ s Drug Establishment Current Registration Site (DECRS)) T
(T KETEHEMICTRBOHDIVITHAD-OITRBEINIEERRDOHESHENEINTLSEERGER)
ZARLTWDS, £, H. YK, SPLEZEROEERHT —IN—XELEFEIN TS,

DSCSAIC& 2 BEREMDERIIOEETEEZY IS4 F—UITARL L, QY TSI, Fz—VIZA
TLESBEICKRETS. QFZTENRRINBEDROHNERE. LWV DDTOERTITHhNS,
DSCSAMMRIF. TNULDREZTHTICBEICRSTH-ODZEFBONSFZENDTILA &
Fl. ARAOFEFEZERFEE)THY . UTOLDERREGOTULVEND BRIMREIZDLTIL.FD & C
EHESBIINHEDI KA IITERIN TS,
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REREGSIT—EATRNIYIRATRRTHIENERIN TS, HE. BRBMEE O/ AAYLRE T«
MNIThN TV, 5F—REHLZIE, —RIT(GS1-128SURIL) M ZRIT(GSIT—ER R I R) O uRIL
EELMDRTBBELLD,

RIRBELT B2023FE TOM—HEYTAREMLIZHITT, 7AvIF—UHBEDFRILED. TRT
DEBREBED DG DEIGRAT— M MiEEZ DB FELDLELLEH>TLVS,
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The DSCSA Path
v

Electronic,

- “~ Product Interoperable
‘ Verification System
“" Product (down to :
P roduct tracin
. Identification package level) (p down to &
(Serialization) 2019+
Product package level)
® Tracing & 2017-2018 2023
L& Verification
Wholesale Authorized
Distributor Trading . -
reporting to Partrises '
EDA 2015 Licensure standards for 3PLs
2014-2015 and wholesale distributors
4. FBOEBLBEOLHOTELORR EWIEHP. 62

Implementing visibility for the treatment of orphan diseases
Giovanny Cruz, Customer Service & Analytics Manager, Alexion Pharmaceuticals,
Colombia
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HBRRY—LG->TaRVE7 TERLI-SEEERN —YEYT4TAD VRN T 5, 2D TR
CIOURTIER.TFLIVF U HDEERTHIVIIADRL—HE) To1EHREGSIIZED T TIRET S E
TIVEBETLHIELEBHELE,

WHOIZ k2L, EERITHDHIBEDEIEGIE., tHA LA TIX10%~15%=A%, IRV E 7 TIFHI40%I12 LD,
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