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PACKAGE LEAFLET: INFORMATION FOR THE USER

ZOCOR® 10mg Film-coated Tablets
(simvastatin)

Warnings and precautions
Tell your doctor:
« about all your medical conditions including allergies.
£ Asinl | £ aleakal

Read all of this leaflet carefully before you start taking
this medicine because it contains important information
for you.
Keep this leaflet. You may need to read it again.
If you have any further questions, ask your doctor or
pharmacist.
This medicine has been prescribed for you only. Do not
pass it on to others. It may harm them, even if their signs
of illness are the same as yours.
If you get any side effects talk to your doctor or
pharmacist. This includes any possible side effects not
listed in this leaflet.

The name of your medicine is ZOCOR 10mg Film-coated
Tablets but will be referred to as ZOCOR throughout this
leaflet.

What is in this leaflet:

What ZOCOR is and what it is used for

What you need to know before you take ZOCOR
How to take ZOCOR

Possible side effects

How to store ZOCOR

Contents of the pack and other information

[- I T

« Composition references other
(Medicinal Products or images

!

Use a ‘Bundle’

Bundle (SmPC)

Composition

Binaries (Images,
videos, ...)

List (Products)

In most people, there are no immediate symptoms of high
cholesterol. Your doctor can measure your cholesterol with a
simple blood test. Visit your doctor regularly, keep track of
your cholesterol, and discuss your goals with your doctor.

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE
ZOCOR

Do not take ZOCOR

« if you are allergic (hypersensitive) to simvastatin or any of
the other ingredients of this medicine (listed in Section &:
Contents of the pack and other information).
if you currently have liver problems

e if you are pregnant or breast-feeding

e if you are taking medicine(s) with one or more than one of
the following active ingredients:

itraconazole, ketoconazole, posaconazole, or
voriconazole (used to treat fungal infections)
erythromycin, clarithromycin, or telithromycin (used to
treat infections)

HIV protease inhibitors such as indinavir, nelfinavir,

ritonavir, and saquinavir (HIV protease inhibitors are

Feasibility analysis of FHIR for ePI conclusion

= FHIR ‘Composition’ resource fit for purpose for PI documents

elements

)

Bundle (Package
Leaflet)

Composition

Binaries (Images,
videos, ...)

List (Products)

public by the European Medicine!

Classifiec ge
I —

blood pressure, chest pain associated with heart disease,
or other heart conditions)
s colchicine (used to treat gout).

As well as the medicines listed above, tell your doctor or
pharmacist if you are taking or have recently taken any other
medicines, including those obtained without a prescription. In
particular, tell your doctor if you are taking medicines(s) with
any of the following active ingredients:

« medicines with an active ingredient to prevent blood clots,
such as warfarin, phenprocournon or acenocoumarol
(anticoagulants)

+ fenofibrate (also used to lower cholesterol)

» niacin (also used to lower cholesterol)

o rifampicin (used to treat tuberculosis).

Also tell your doctor if you are taking niacin (nicotinic acid) or
a niacin-containing product and are Chinese.

You should also tell any doctor who is prescribing a new
medicine for you that you are taking ZOCOR.

ZOCOR with food and drink

Grapefruit juice contains one or more components that alter
how the body uses some medicinal products, including ZOCOR.

... (others when

Bundle (Labelling) h
required)

Composition Compaosition

Binaries (Images,
videos, ...)

Binaries (Images,
videos, ...)

List (Products) List (Products)

https://www.ema.europa.eu/en/documents/presentation/presentation-thir-eu-common-standard-epi-g-rodriguez_en.pdf

74/
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Merck Sharp & Dohme Corp., a subsidiary of
MERCK & CO., INC.
Whitehouse Station, NJ 08889, USA

9992855

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
ZOCOR safely and effectively. See full prescribing information for
ZOCOR.

ZOCOR (simvastatin) Tablets
Initial U.S. Approval: 1991

RECENT MAJOR CHANGES ————————-

Dosage and Administration
Chinese Patients Taking Lipid-Modifying Doses (=1 g/day Niacin) of
Niacin-Containing Products (2.5) 032010

Coadministration with Other Drugs (2.6) 03/2010
Warnings and Precautions
Myopathy/Rhabdomyolysis (5.1) 032010

- ————————INDICATIONS AND USAGE T
ZOCOR® is an HMG-CoA reductase inhibitor (statin) indicated as an
adjunctive therapy to diet to:

= Reduce the risk of total mortality by reducing CHD deaths and
reduce the risk of non-fatal myocardial infarction, stroke, and the
need for revascularization procedures in patients at high risk of
coronary events. (1.1}

« Reduce elevated total-C, LDL-C, Apo B, TG and increase HDL-C in

patients with primary hyperlipidemia (heterozygous familial and

nonfamilial) and mixed dyslipidemia. (1.2)

Reduce elevated TG in patients with hypertriglyceridemia and

reduce TG and “LDL-C in patients with primary dysbeta-

lipeproteinemia. (1.2)

Reduce total-C and LDL-C in adult patients with homozygous

familial hypercholesterolemia. {(1.2)

» Reduce elevated total-C, LDL-C, and ApoB in boys and
postmenarchal girls, 10 to 17 years of age with heterozygous familial
hypercholesterolemia after failing an adequate trial of diet therapy.
{1.2,1.3)

.

Limitations of Use

ZOCOR has not been studied in Fredrickson Types| andV
dyslipidemias. (1.4)

e DOSAGE AND ADMINISTRATION ———————

« Dose range is 5-80 mg/day. (2.1)

- Drmrmean. Art maenl mbmrbine Anen DN AR e A e b

SPL_RMIM_LEVEL 1
(roRE Foios

This shared RMIM is usad for
product labeling, such as the human
prescription crug labeling

0. relatedDocument

DocumentBodyChoice

component
typeCode*: <= COMP
contexiConductionind: BL [0..1] "true”

(package product code. e.g., NDG)
formCode*: CE CWE [1..1] <=

S AND PRECAUTIONS ——————
Skeletal muscle effects (e.g., myopathy and rhabdomyolysis) Risks
increase with higher doses and concomitant use of certain CYP3A4
inhibitors, gemfibrozil, cyclosporing, danazol, amiodarone,
verapamil, and diliazem. Predisposing factors include advanced
age (=65), uncontrolled hypothyroidism, and renal impairment. (5.1,
85 86)
« Patients should be advised to report promptly any symptoms of
myopathy. Simvastatin therapy should be discontinued immediately

if myopathy is diagnosed or suspected. See Drug Interaction table.

(5.1)

Liver enzyme abnormalities and monitoring: Persistent elevatiol
hepatic transaminase can occur. Monitor liver enzymes before
during treatment. Patients titrated to the 80-mg dose should rec
more frequent liver function tests than patients on lower doses. (

B EE ADVERSE REACTIONS . e
Most common adverse reactions (incidence =50%) are: u
respiratory infection, headache, abdominal pain, constipation,
nausea. (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact M
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., at 1-
888-4231 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch

o Varaned Area (55 ol FPRT
(1841 mm)

DRUG INTERACTIONS
Drug Interactions Associated with Increased
isk of Myopathy/Rhabdomyolysis ( 1,71, 7.2, 7.3,
nteracti ents Prescribing Recommendat
ltraconazole, ketoconazole, Awvoid simvastatin
erythromycin, clarithromycin,
telithromycin, HIV protease

!
Simvastatin S 10me
Tablets, USP e
P ———
AT
m Ll
<@ 7
90 TABLETS  Manutactured by. H
73 zydus Raonly ol H

SIMVASTATIN
simmvastatin tablet, film coated

inhibitors, nefazodone Product Type HUMAMN PRESCRIFTION Item Code NDC:E5841-
Gemfibrozil, cyclosporine, Do not 10 mg CRUS [Source] o5z
danazol daily of ORAL
Administraticn
Amiodarone, verapamil Do not exceed 20 mg simvast
daily
Diltiazem Do not exceed 40 mg simvast

Aunid larne Aonantitios nf aran

\ [AssignedEntity
<= ASSIGNED|

id*: 11 [0.1]
adar: AD [0..1]
telecom: BAG<TEL>[0..]

0.1 p

Person
classCode™; <= PSN

determinerCode *: <= INSTANCE|
name?:

o
legaliuthonticatoy Organization
aarpey classCode*: <= ORG
dsterminarGode " <= INSTANCE|
id: o
name*. ON[0..1]

icai
manufacturer)
time*: TS [1..1]
sis cs

GenericMedicine

code: GE GWE <= ntity
name*: TN [1.1] (e.q., Established Name)

Content

classGode™: <= GONT
quantity*: RTO<PQ,PQ> [1..1]
* container | (Packaged Drug Quanity)

Tty Wi "
classCode*: <= GRIC

0.+ generic

Ingredient Namse Basis of Strength
Strength
SIMVASTATIN (LM AGG2FH1EEV) (SINUASTATIM - SINWASTATING | 10 mg
UNIEASG2FNIES
INACTIVE INGREDIENTS
Ingredient Mams Strength

ANHYDROUS OTRICACID (UM XF41TO3F3L)

ANHYDROWUS LACTOSE {(UNI: 357 SLHIPNME)

ASCOREIC ACID (UM PQSCKEPDOR)

FERRIC OXIDE RED (UM 1H09F3G5T5)}

FERRIC OXIDE YELLOW [UNIL: EX42302MRT)

HYDROXY PROPYL CELLULOSE, UNSPECIFIED {UNI: QZ8HSNSOH])

HYPROMELLOSE, UNSPECIFIED (™I 3MDONZO VT

MAGHESIUM STEARATE (U™ 70097MEI120)

STARCH, CORM (UM OS232MY IS0}

TALC (LM TEEWTJLR1UY

TITANIUM DICXKIDE (UM 15FI200002 505

PRODUCT CHARACTERISTICS

Color PN (FIMED Scare no scar=
Shape OWAL (D) Size amm
Flavar Imprint Code zA20

* substanceAdministration

Medicine
classCode™: <= MMAT
doterminerCodo* IND.
code™: CE CWE [0..1] <= DrugEntity

name*: TN[1..1] (Proprietary name)
formCode®: CE CWE [0..1] <= MaterialForm
(Dosags form)

Committee Ballot — December 2004

= Item Code Package Description Marketing Start Marketing End
1 MDC-55841- J0in 1 BOTTLE:, Type O 122002008
055-05 Mot 3 Combination
Froduct
2 MNDC-65841- 80in 1 BOTTLE, Type O: 1220020085
0G95-14 Mot 3 Combination
Froduct
3 MDC 65841~ 20in 1 BOTTLE, Type O 122002008
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0.1.0 - Build CI EE=

Table of Contents Home Page Use Cases « Guidance -

Table of Contents

Artifacts

Appendix -

SPL Mapping Implementation Guide Home Page

SPL Mapping FHIR Implementation Guide, published by HL7 International / Biomedical Research and Regulation. This
guide is not an authorized publication; it is the continuous build for version 0.1.0 built by the FHIR (HL7® FHIR®
Standard) CI Build. This wversion is based on the current content of https://github.com/HL7/fhir-spl/ £ and changes

regularly. See the Directory of published versions £

SPL Mapping Implementation Guide Home Page

Official URL: http:f/hl17 .orz/fhirfusfsplSInplenentationGuidefhl7_-fhir.us.spl

Version: 0-1-0

IG Standards status: Trial-use

Maturity Lewvel: 1

Computable Name:
FHIR_SPL

SPL Use Cases
The first phase of the project focuses on SPL-to-FHIR and
FHIR-to-SPL data element mapping and processing related to
Medicinal Products and Establishment/Facility Registration.
The scope includes the four use cases listed below along with
their corresponding SPL document types:
1.UCO01 - Request an NDC Labeler Code
1. 51726-8 NDC Labeler Code Request
2. 69968-6 NDC Labeler Code Inactivation
2.UC02 - Register or updated the information of an Establishment
1. 51725-0 Establishment Registration
2. 70097-1 Establishment De-Registration
3. 53410-7 No Change Notification
4. 53411-5 Out of Business Notification
3.UCO03 - Submit GDUFA Facility Self-Identification
1. 71743-9 Generic Drug Facility Identification
Submission
2. 72090-4 Identification of CBER-regulated generic drug
facility
4.UC04 - Submit a Drug or Biologic Label
53409-9 Bulk Ingredient
60684-8 Cellular Therapy
78744-0 Drug for Further Processing
75031-5 Human Compounded Drug Label
34390-5 Human OTC Drug Label

AN

6. 34391-3 Human Prescription Drug Label

7. 53408-1 Licensed Minimally Manipulated
Cells Label

8. 53406-5 Licensed Vaccine Bulk
Intermediate Label

9. 53405-7 Non-Standardized Allergenic
Label

10. 60683-0 Plasma Derivative

11. 60682-2 Standardized Allergenic

12. 53404-0 Vaccine Label

13. 86445-4 Blanket No Changes
Certification of Product Listing

At the end of this phase, this guide will
have captured the following:

* SPL-to-FHIR and FHIR-to-SPL data elements
mappings for the SPL document types listed
above

* FHIR profiles that correspond to the SPL
document types listed above

* XSL Transforms that convert from SPL to FHIR
and from FHIR to SPL
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ISO IDMP (Identification of Medicinal Products)

ISO 11615 | MPID (Medicinal Product Identification) | Fg A& 13T B ID

Identifier)

ISO 11616 | PhPID (Pharmaceutical Product
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1ISO 11238 | SublID (Substance ldentification)
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Administration

1ISO 11239 | Dosage Form and Route of
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1ISO 11240 | Units of Measurement (UoM)

FAE B




AHLZ FHIR soesee:

Home Getting Started

< HLZ7

International

Documentation

Data Types

Resource Types Terminologies Artifacts - Implementation Guides

Level 1 Basic framework on which the specification is built

0
Foundation
ﬂﬂ

Level 2 Supporting implementation and binding to external specifications

Base Documentation, XML, JSON, RDF, Datatypes, Extensions ( )

Medication Definition

IDMP medicinal product

Implementer @ Security
Support 3 & Privacy

@ Conformance

Q Terminology

%?‘ Exchange
v

Subscriptions

Level 3 Linking to real-world concepts in the healthcare system

? Administration

il

Patient, Practitioner, CareTeam, Device, Organization, Location, Healthcare Service

Level 4 Record-keeping and Data Exchange for the healthcare process

-
® Clinical 'h Diagnostics

._5 Workflow

{.@ij Medications

$ Financial

Allergy, Problem,
Procedure,
CarePlan/Goal,
ServiceRequest,
Family History,
RiskfAzsessment,
etc.

Observation,
Report, Specimen,
ImagingStudy,
Genomics, etc.

Introduction +

Task, Appointment,
Schedule, Referral,
PlanDefinition, etc.

Medication,
Request, Dispense,
Administration,
Statement,
Immunization, etc.

Claim, Account,
Invoice, Chargeltem,
Coverage + Eligibility
Request & Response,
ExplanationOfBenefit,
etc.

Level 5 Providing the ability to reason about the healthcare process

@ Clinical Reasoning

g Medication Definition

Library, PlanDefinition & GuidanceResponse,
MeasurefMeasureReport, etc.

Regulated Authorization, etc.

Medicinal, Packaged & Administrable product definitions,

MedicinalProductDefinition 3

PackagedProductDefinition Z/

ManufacturedItemDefinition 2

Ingredient 2

Downloads, Security, StructureDefinition, CodeSystem, REST API 4 Search |DMP paCked mediCinaI prOdUCt
Version Mgmt, Consent, CapabilityStatement, ValueSet, Documents
Use Cases, Provenance, ImplementationGuide, ConceptMap, Messaging
Testing AuditEvent Profiling Terminology Svc Services
Databases AdministrableProductDefinition 2 IDPM pharmaceutical product

ClinicalUseDefinition 2
RegulatedAuthorization 2
SubstanceDefinition 1
SubstanceNucleicAcid 0
SubstancePolymer 0
SubstanceProtein 0
SubstanceReferenceIlnformation 0

SubstanceSourceMaterial 0

IDMP substance
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AdministrableProductDefinition?form-of.identifier=
http://iyaku.info/medicine| 2189011F 1262
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ﬁravel from Japan to USA

| Tanaka embarks on an international
journey from Japan to the United
States, poised for his anticipated

| vacation.
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The value of PhPID in cross border

healthcare
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ﬁrgotten Medication \

- .
Tanaka inadvertently forgets to carry
an adequate medication supply for his
three-week vacation in the United
States.
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-/G_Iobal PhPID level 4 is luckily available in\

the Japanese prescription.

This allows the American pharmacist to
search in his own system for medicinal
products US FDA approved in the US
market that share the same PhPID level
4. Language is no longer a barrier.
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hallenge: Dispensing
the US

a foreign prescription irr\

e
/' There are only few pharmacies in
the US that can dispense a foreign
prescription.

The pharmacist in US cannot type
the Japanese brand name in his
own software system.

This provokes genuine concern over
potential prescription
misinterpretation and erroneous
medication dispensation.
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[ Luckily, Tanaka can leverage a
healthcare mobile app to access an
electronic prescription for his
medication, which he can presents to

. @ U.5. pharmacist.
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| Doctor name
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/ Global PhPID level 4 is luckily \

available in the Japanese

prescription.

Tanaka now holds out the
prescription confidently, a bridge
between languages and cultures.

Therapy compliance is successfully

‘qured preserving patient's health,/
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Use case example 2: IDMP’s Pharmaceutical Product Identifier

(PhPID)

US and Japanese Package Insert:
+  Two different labels.
+  Two different languages.

*  Same product: exemestane 25 mg
tablets.

+  Same PhPID different formulations.

Allows for an international search of
all label documents with this PhPID.
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Example Bundle: Vulcan FHIR USA Patlent Package Insen Test -
Aromasin (exemestane) Tablets 25 mg

SPL PATIENT PACKAGE INSERT SECTION
What is AROMASIN?
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Your docior wil 50 DIood 15t 10 Check Jour viamin D Kevel before Sianing meaimen with ARDMASIN ARCMASIN
may cause decreased feriiity in males and females. Tak i your dochor i you have concems about fertity. These e
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Gravitate Health FHIR Implementation Guide
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¢identifiery
<system value="https://wew.who-ume.org/phpid” />
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Example Bundle: Vulcan FHIR Japanese Package Inser Test -
Aromasin (exemestane) Tablets 25 mg
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-xample AP| calls Tor cross border
MPID lookup

https://confluence.hl7.org/download/attachments/175610822/Example%20AP1%20calls%20for%20cross%20brder%20MPID%20|
ookup.pptx?version=3&modificationDate=1694479941252&api=v2



View a Japanese product given an ID

https://umc-ext-dev-phponfhirdemo-preview-rg01-
webapp.azurewebsites.net/MedicinalProductDefinition?identifier=http://iyaku.info/medicine|2189011F1262

{
S FULIURL =
"resource”: - {
I < ‘\/;\Za == yi’@ 5m g rz-_l\ =] "resourceType": "MedicinalProductDefinition",
"id": "Japan32",
"identifier": [
#"RS (NESRR) {
"system™: '
B —fE SYNABFEmgiE "value": "2189011F1262
}
@ YJO—F 2189011F1262 s
“type”: |,
. . . "domain":
& HIE - /g FEHl - 5mg 188 "etatus":
"contact™: 5
G0 FE(H 12.608 "name": [
{
I B kS0 "productName”: " /XX R FEESmg [A—/1F | v,
"usage": [
M RIxE PDFZ 7L { L S

"coding”: [

{

"system": "urn:iso:std:iso:3166",
"code": "JPN"

}
]
})
"jurisdiction™: 5
"language":




“resourceType”: "AdministrableProductDefinition”,

"id": "F92168108C432D63DACDD70444176BB3",

Get the PhPID for the Japanese MPID e

"status": "generated”,
https://umc-ext-dev-phponfhirdemo-preview-rg01-webapp.azurewebsites.net "div": "<div><hl>Pharmaceutical Product (Administrable Product Definition)</h

/AdministrableProductDefinition?form- .}:’ . ;
of.identifier=http://iyaku.info/medicine|2189011F1262 contained”: ||,

"extension": |.|,
"identifier": [

"_type!l: {
"coding": [

"system": "https://umc-ext-dev-phponfhirdemo-preview-rgf@l-webapp.azur
Ilcodell: "4"

}s

"system": “"http://www.who-umc.org/PhPId",

"value": "F92168108C432D63DACDD70444176BB3"

15

"status": "active",
“formOf”: L,
"coding": [
{
"system": "https://standardterms.edgm.eu",
"code": "10221000",
"display": "Film-coated tablet”

}
]

}s



https://umc-ext-dev-phponfhirdemo-preview-rg01-webapp.azurewebsites.net/

Given the retrieved PhPID, retrieve the corresponding MPID in USA

https://umc-ext-dev-phponfhirdemo-preview-rg01-webapp.azurewebsites.net/MedicinalProductDefinition? has:
AdminstrableProductDefinition:form-of:identifier=http://www.who-umc.org/phpid|F92168108C432D63DACDD70444176BB3

&name-country=USA {
"fullUrl”: "https://umc-ext-dev-phponfhirdemo-preview-rgdl-webapp.azurewebsite

"resource”": {

"resourceType": "Bundle", :;jf?uizggzef": "MedicinalProductDefinition",
"type": "searchset", "ide?tifier": L
"timestamp": "2@23‘@9‘1@-[21:@5:34.2683661‘}‘@@:@@", "system”: "http://hl7.org/fhir/sid/ndc",
"total": 11) . "value": "00006-0726"
"link": [ ]
{ "type”: ||,
1] 0 n u 1] “domain®: “ i
relation": "self", status:: -,
"url": "https://umc-ext-dev-phponfhirdemo-preview-rg@l-webapp.azurewebsits ::EZ;Zf?tE‘ ;
b {
{ "productName™: "ZOCOR",
. "usage”: [
"relation": "next", {
"url": "https://umc-ext-dev-phponfhirdemo-preview-rg0l-webapp.azurewebsity c°“?§2§i;gj{,. '
} {
] "system": "urn:iso:std:iso:3166",
Y "code™: "USA"
"entry": [ by
]
}s
"jurisdiction™: 5
"language™:



https://umc-ext-dev-phponfhirdemo-preview-rg01-webapp.azurewebsites.net/MedicinalProductDefinition?_has

SEREEXRERBRFSEBFFIMNAS (SMSV02024) .
F—IMREEIBE ~F ILNSHRET~ ) (@

HL7 FHIR

Bz 2% < - BHEEEZZ OB

CHERHYDBEITTVWELE



	スライド番号 1
	スライド番号 2
	スライド番号 3
	スライド番号 4
	スライド番号 5
	スライド番号 6
	スライド番号 7
	スライド番号 8
	スライド番号 9
	スライド番号 10
	スライド番号 11
	スライド番号 12
	スライド番号 13
	スライド番号 14
	スライド番号 15
	Example API calls for cross border MPID lookup
	View a Japanese product given an ID	
	Get the PhPID for the Japanese MPID
	Given the retrieved PhPID, retrieve the corresponding MPID in USA 
	スライド番号 20

