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O KE FDA : AB L TW5A 7 —#~_X—Z|ZF T No Action Indicated, Voluntary
Action Indicated, Official Action Indicated @ 3 B[ CFor
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3. BYURDOABRER

K[E USA : FDA U.S. Food and Drug Administration (US FDA)

(O  Warning Letter

FDA ®©U =7 %A O FDJIZ Warning Letter & W9 LB HDHDTI U v 7
T 5 /I ATMH, HTT 4V —% T THERFTEE, GMP & 21T - 7ol
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FOWEFREEZHL TR E A,
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D& 1T AIE 1L O Import Alert DLy %2475 TV D B0 H 5, £, KENSZ
M3, YEREFT N EEEE L 72> TV HFEEOERBEZZLIED D &) L)y
BT TV GEENRH D,

@ AgEsEE. IR ESEE (Establishment Inspection Report (EIR). FDA Form 483)
—HABR SN TS, FDA DY =7 %A s ® FDJ5IZ FDA Organization & VN9 K,
HLBHY, Zhz< EEMICHEZED KR A 5D TFDH O Office of
Regulatory Affairs Z 27 U » 7 L C/EMOIEHE D10 ORA FOIA Electronic Reading
Room %7 U w7 5L FOFII—ERNH Y recordtype D& ZATT 4V H—
ZDNT D EHERWTRE, EIR 3V DL Z a2/ L, G- T, £ORIEFTOIRDL
DES TholemMPia STV D,

Z 2272V DT DUV TUE Freedom of Information (FOI) {EIZEESW T, (Z0A
BC) AFTE D,
@ HEMRO—E
FDA ® 7 = 7% A @O F DT Inspection and Compliance &5 R LAH Y | =
DO HEE X Y 2 L FIZ Inspection Classification Database & 9 FLHI L2385 D TED
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Ek'}‘l‘l : EMA European Medicines Agency (europa.eu)

@ EudraGMDP 7 — % ~— X
EMA O = 7 %A k ® Human Regulatory &5 FLH LA &, ZDH D Overview
EWV ) R L AR & Topics A-Z E WO MO H D Compliance & WHERH Y . +
NEFRAWTE—T% B TI7< & GMP inspection &9 B L2385 D TE L% B
W T A TIT< & EudraGMDP database & W9 B L3 ®H L5 DT, TN afi< &
EudraGMDP database Offain d 5, O HIT
For more information, see:
EudraGMDP for the general public
EudraGMDP for regulatory authorities in the EEA
MELOTINEZ Y v 735 &R FTRE, AARD YR EEA ES TR
T—HET L N =L EWIFLENH D,
General public [1F 1% GMP GEBIOFATIRIL (BOEFTA PR, (EFT, 0% 5. GMP
AEAE . AR, RO 2 A 7 WEROEBRE) 07 —2N—2 & K
WA D—% (Non Compliance Reports &5 F#H) Th B,
©@ M x OELLTOIRMOPE
72 Compliance DIHD Overview DHIZ Topics LW I LI L2AA®H D | £DHF D
Compliance and inspections &9 D& 27 U v 7§25 &l 2 ORERT DA% TR
RO T HHDIENTHEH SN TWD, —BlIIEL T O b D,

Pharmaceutics International Inc, US: supply of non-critical medicines to EU stopped due to manufacturing

failings
Ammonaps may still be supplied where no alternatives are available

On 15 September the European Medicines Agency (EMA) recommended that medicines manufactured by
Pharmaceutics International Inc, located in the United States, should no longer be available in the EU, except

Ammonaps (sodium phenylbutyrate), which is considered critical for public health.

The recommendation was the outcome of a review of good manufacturing practice (GMP) at Pharmaceutics

International Inc. The review was started after a follow-up inspection of the site by the UK medicines regulatory
agency (MHRA) and the US FDA. This inspection found that corrective measures previously agreed had not been

appropriately implemented. In particular, several manufacturing shortcomings had not been resolved. These related to

127


https://www.ema.europa.eu/sites/default/themes/ema/framework/images/logo_ema.svg
https://www.ema.europa.eu/en/glossary/good-manufacturing-practice

the risk of cross-contamination (the possible transfer of one medicine to another) and deficiencies in the systems for

ensuring medicines' quality (quality assurance).

COEZRTUMAERLEHEMERABEUIEESN TUOENENHIBALE, I, BEORE LD R SAEHE
SNTWEMofz, TbIE YRRV EIDIRIE EREDRERAS AT LORKMEIZET 51D TH 1=,

Although there was no evidence of a defect in any of the medicines produced at the site or of harm to patients, the site

was required to implement corrective measures to ensure compliance with GMP standards.

The recommendation from EMA's Committee for Medicinal Products for Human Use (CHMP) has the following

impact on availability of medicines from Pharmaceutics International Inc:

e  Ammonaps, a medicine for treating urea cycle disorders which is exclusively manufactured at
Pharmaceutics International Inc, remains available where there are no treatment alternatives. In EU
countries where treatment alternatives exist, Ammonaps will be recalled.

e SoliCol D3 (cholecalciferol), a medicine for vitamin D deficiency which is also exclusively produced at
Pharmaceutics International Inc but has not yet been marketed in the EU, will not be made available in the
EU. The medicine is only to be marketed once evidence is provided that its manufacturing is compliant
with GMP standards.

e The medicines Dutasteride Actavis (dutasteride), Lutigest/Lutinus (progesterone), and associated names,
are registered to be produced at Pharmaceutics International Inc, but are now manufactured at alternative
registered manufacturing sites. The medicines from these alternative sites therefore remain available in the
EU. For Lutigest/Lutinus, some batches produced at the US site were still available on the EU market and

were to be recalled.

The CHMP's recommendation concerning these medicines were sent to the European Commission, which issued a

legally binding decision valid throughout the EU.

Z—ABZ U 7T Australia : Therapeutic Goods Administration (TGA)

=7 YA NDOEFRIZHD How we regulate =27 V v 7 L, BRENDHEE D

Compliance and enforcement hub 7 U » 7 L THT< %I H @ Compliance actions and

outcomes &7 U v 7§ 5L TFDO LI =T RHTL %,

ZZIZHDHEE DN Warning Letter (ZXHE B OO AR T, FEhllZ72 v, O TFO

suspension, cancellation %27 V v 7§ 5 LT —HX—=2A~DV I BHY | FEHOT —

B R— AR AR, (AL, ECHIMEICRIEN H - 7213 % < | BEETOD GMP 1#

KOFNEE - & BT TIE RSB 720,

Civil penalties DIEIZ T ARARIEDIRIERILEIE N F TG DIFENFNIZFE I TN D,
Home-How we regulate-Compliance and enforcement hub
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Compliance actions and outcomes

Information on what compliance actions are available to the TGA to address non-
compliance, or see the outcome of a compliance action.

Last updated

15 March 2022

e Listen
e Print
e Share

On this page
e Warning letters

e Suspensions
e Cancellations

e Recall actions

e Advertising directions and prevention notices

e Infringement notices

e Enforceable undertakings

e Injunctions

e Civil penalties
e Criminal prosecutions

e Advertising compliance outcomes

e Listed medicine compliance review outcomes

Z DA, How we regulate @ H1|{Z Manufacturing & WO IHHE N H V. % O H D Manufacture
amedicine & WHHHBE %7 UV v 79 % & Key information for industry & WO ERH VD | LA
TORHLAHTL %,

Manufacturing basics

Manufacturing medicines- external site

Responsibilities of manufacturers of medicines and biologicals- external site

Manufacturing basics - Medicines and biologicals- external site

PEO009, the PIC/S guide to GMP for medicinal products- external site

Notices for manufacturers

Notices about GMP clearance

Good manufacturing practice (GMP)

Information on complying with good manufacturing practice (GMP).

Forms for manufacturers

These forms are for manufacturers of therapeutic goods.

Manufacturer inspections

TGA Good manufacturing practice (GMP) inspections for medicines.

Record keeping requirements for manufacturers of medicines

Understand your record keeping responsibilities.
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Release a medicine for supply

Guidance for sponsors and manufacturers of medicines.

Comply with state, territory and other requirements

Comply with state, territory and other requirements for manufacturing medicines.
Z @ Manufacture inspection Z 7 U 7 L THT< % More information (ZLL T DIHH 23 &
5. TOWD GMP deficiencies = 7 U > 7 5 L RN FHFHOBIAH TS 5, All
manufacturer, Medicines and APIs, Biologics, blood and blood components (2731} T, £ U
Z T Critical & Major OFINFEEL 40TV 5, il 21X All manufacturer C@ Critical ™
1 DHA TRGER OOAEEE O, BiE LTV D, BUOIARIEREZRTEH &V o NE
T D,

Veterinary product manufacturer inspections

Implementation of updates to ISO 14644 Parts 1 & 2 (2015)

Target timeframes for manufacturing inspections

GMP deficiencies

Make a statutory declaration

% @ United Kingdom : Medicines & Healthcare Products Regulatory
Agency (MHRA)

Alerts, recalls and safety information: medicines and medical devices
il 2 OB SRR, ZEERS AMIETHZRI N TN S,
Drug Safety Update
Yellow Card: Report a problem with a medicine or medical device
IS DOZ M, AIMEICEAT 2 FEROBRE T AT LD,
Marketing authorisations and licensing guidance
WRFEAGR SN BEL D U 2 MEdH DA, EFFrRPELRICEAT 2HA TRV,
Product information about medicines
AT SCESmMPC) BE MY —7 Ly MPIL). YA =2 F 7 ¢ v 7 LAR— (PAR)
DF =5 N2,
Medical devices regulation and safety
Latest information for patients
MHRA guidance on coronavirus (COVID-19)
About MHRA
Have your say: we want to hear from healthcare professionals
All MHRA services and information
Blood regulation and safety
e Medical devices: how to comply with the legal requirements in Great Britain
¢ MHRA fees
e Make a payment to MHRA
e Blood: authorisations and safety reporting
e See more
Clinical trials and investigations
Conferences and events
Good practice, inspections and enforcement
- Good clinical practice for clinical trials
- Good manufacturing practice and good distribution practice
- Overview
- Types of inspection
- Complete a compliance report
- The inspection
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- Grading of inspection findings
- Actions after the inspection
- Feedback from GMP inspections Z Z (Z common deficiencies from
previous GMP inspections &9 U 7 Rlio>TH O, ZnaB< & 4F
JEZEORMEREROE DT —FRDHDH, GMP A K7 A OBLE
DHEBZEDERMEO N T 10 ENDEEDTHD, £z, fE
w5 b L TCHA R4 D EDEBICER L CTHRE{O 7 L —
RPN THo T2 E R LTz BLDOELH D,
- Suspension of your licence
- Transitional Qualified Persons (QPs) for investigational medicinal products
(IMPs)
- Fees for inspection
- Contact
- GxP inspections from 1 January 2021
- MHRA fees
- Quidance on qualified person responsible for pharmacovigilance (QPPV) including
pharmacovigilance system master files (PSMF)
- See more
Herbal and homeopathic medicines
Licensing
e Medicines: reclassify your product
Manufacturing, wholesaling, importing and exporting medicines
e Medicines that you cannot export from the UK or hoard
o Suspended and revoked licences and registrations for manufacturers and wholesalers
of medicines and ingredients FF Al 245 1k, BV yH L S - 8EsEss | EIRGC¥E
ZDOU A MR, HEIZOWTIX Regulatory Action & L2YEWNTARY, 2D
HICFFAID AR REZTDI A MDY IRk TH D,
e  Good manufacturing practice and good distribution practice
e Exceptional use of non-UKCA marked medical devices
e See more
Marketing authorisations, variations and licensing guidance
Apply for a licence to market a medicine in the UK
Exceptional use of non-UKCA marked medical devices
Medicines: reclassify your product
Medicines: packaging, labelling and patient information leaflets
e See more
Medical devices regulation and safety
Vigilance, safety alerts and guidance

7 )V L F  Argentina : National Institute of Drugs

Instituto Nacional de Medicamentos INAME)
U7 YA P OXFERZ LTS GMP DTS5,

jf — A ]\ D 7 Austria : Federal Office for Safety in Health Care

Bundesamt fiir Sicherheit im Gesundheitswesen (BASG)
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https://www.gov.uk/topic/medicines-medical-devices-blood/good-practice
https://www.gov.uk/guidance/medicines-reclassify-your-product
https://www.gov.uk/government/publications/medicines-that-cannot-be-parallel-exported-from-the-uk
https://www.gov.uk/government/publications/suspended-licences-for-manufacturers-and-wholesalers-of-medicines
https://www.gov.uk/government/publications/suspended-licences-for-manufacturers-and-wholesalers-of-medicines
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice
https://www.gov.uk/guidance/exceptional-use-of-non-ukca-marked-medical-devices
https://www.gov.uk/topic/medicines-medical-devices-blood/manufacturing-wholesaling-importing-exporting-medicines
https://www.gov.uk/guidance/apply-for-a-licence-to-market-a-medicine-in-the-uk
https://www.gov.uk/guidance/exceptional-use-of-non-ukca-marked-medical-devices
https://www.gov.uk/guidance/medicines-reclassify-your-product
https://www.gov.uk/guidance/medicines-packaging-labelling-and-patient-information-leaflets
https://www.gov.uk/topic/medicines-medical-devices-blood/marketing-authorisations-variations-licensing
http://www.anmat.gov.ar/
https://www.basg.gv.at/en/

V7Y A NOEEIZLL T O HE O T, For Companies ? Marketing authorization &
Life-Cycle &9 IH, Market Surveillance DIH D Quality defects % 7. Tt GMP £ £2(Z
B3 25 dIT o067,

For Companies

e Marketing authorisation & Life-Cycle

e Medical devices

e Pharmacovigilance

Market Surveillance

e Medicine shortage

e Quality defects

For Healthcare Professionals

e Safety information (DHPC)

e Austrian Pharmacopoeia

e Clinical trials

For Consumers

e Medicinal products

e Clinical trials

e Medicines from the Internet

Nll/aif"‘Belgium . Federal Agency for Medicines and Health Products
Agence Fédérale des Médicaments et des Produits de Santé (AFMPS)
Federaal Agentschap voor Geneesmiddelen en Gezondheidsproducten (FAGG)

Home- Human use- Medicines-Medicines & BAVTT< &, 1 20HBEO—ENRHTLS %
D T#* DA F D Information about medicines & V9 IH H  H1 ¢ Medicinal products
database #27 VU v 735 LLLTFD 6 HENHTL 5,

Availability of medicinal products

Newly authorised medicinal products

Medicinal products with a new active substance

Medicinal products for which the authorisation has been radiated
Medicinal products for which the authorisation has been suspended

Change of delivery mode
Fx DHBILT —FX—2ANEY 5 FBIKRLIFILSNZ-GDO Y 2 RRH DA,
DRI OWTOHB R YT 67007,

7 Z )V Brazil : National Health Surveillance Agency (ANVISA)
Agéncia Nacional de Vigilancia Sanitaria (ANVISA)

IO =THA FERE, TURE R THEEMIZONTHIILEY, o v 7 EHK
fh. OTC EFSLEC BT B IRFERFEDOERE O LR WEE T, GMP KO ER|C-O0Y
TITRMS 7= 6o 7=,

4] '3_5"\ Canada . Health Canada / Santé Canada
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https://www.basg.gv.at/en/companies
https://www.basg.gv.at/en/companies/marketing-authorisation-life-cycle
https://www.basg.gv.at/en/medical-devices
https://www.basg.gv.at/en/companies/pharmacovigilance
https://www.basg.gv.at/en/market-surveillance/reporting
https://www.basg.gv.at/en/market-surveillance/reporting/medicine-shortages
https://www.basg.gv.at/en/market-surveillance/reporting/quality-defects
https://www.basg.gv.at/en/healthcare-professionals
https://www.basg.gv.at/en/healthcare-professionals/safety-information-direct-healthcare-professional-communication-dhpc
https://www.basg.gv.at/en/healthcare-professionals/austrian-pharmacopoeia
https://www.basg.gv.at/en/healthcare-professionals/clinical-trials
https://www.basg.gv.at/en/consumers
https://www.basg.gv.at/en/consumers/facts-worth-knowing-about-medicines
https://www.basg.gv.at/en/consumers/clinical-trials
https://www.basg.gv.at/en/consumers/medicines-from-the-internet
http://www.fagg-afmps.be/en/
https://pharmastatus.be/
https://medicinesdatabase.be/human-use/overview/newly-licensed-medicines
https://medicinesdatabase.be/human-use/overview/newly-licensed-medicines
https://medicinesdatabase.be/human-use/overview/medicines-with-a-new-active-substance
https://medicinesdatabase.be/human-use/overview/medicines-with-a-new-active-substance
https://medicinesdatabase.be/human-use/overview/medicines-where-authorization-has-been-cancelled
https://medicinesdatabase.be/human-use/overview/medicines-where-authorization-has-been-cancelled
https://medicinesdatabase.be/human-use/overview/medicines-where-authorisation-is-suspended
https://medicinesdatabase.be/human-use/overview/medicines-where-authorisation-is-suspended
https://medicinesdatabase.be/human-use/overview/change-of-delivery-mode
https://medicinesdatabase.be/human-use/overview/change-of-delivery-mode
http://portal.anvisa.gov.br/wps/portal/anvisa/home
http://portal.anvisa.gov.br/wps/portal/anvisa/home
http://www.hc-sc.gc.ca/index-eng.php
http://www.hc-sc.gc.ca/index-fra.php

Regulatory Operations and Enforcement Branch (ROEB)
Direction générale des opérations réglementaires et de l'application de la loi
(DGORAL)

D=7 %A FEBA< & Services and information & V9 FLH L23H Y | & D H1Z Drugs
and health products & WIHOHBANH LD TENE Y Y v 7§25 & Subjects &9 HIRD
HY ., D 3FHIZ Compliance and enforcement & WOIHENHLDTENE T U v 7
9% & Compliance and enforcement : Drug and health products & 9 X— R HT<L %,
% @ F D J I Annual inspection summary reports & VY9 U 27 BIARINTWHDTIiLE
7V w73 5HEMHTL D= DKREDIFIT Inspection Tracker: Drug Manufacturing
Establishments & WOHARH LD TINE Y U v 7T 5L TORRENHTLS 2, 8
fEEE 2 R &V ) BRZRRE LanZe <o BRI Z2NAE OFLRIE RV, & ZAN, 20
iz~ U —LAR— b EEFRRH D,

Establishment Source of

information Primary reason

Status of issue under review | for action

Cangene BioPharma LLC dba ®  (Canadian importer(s) contacted by Health =~ Regulatory General GMP

Emergent BioSolutions Canada for information Partner(s) observations

®  Continuing to review evidence submitted
1111 South Paca Street, Camden Industrial
(i.e corrective actions, information from
Park, Baltimore, MD, 21230, United

regulatory partner)
States
Centrient Pharmaceuticals India ° Canadian importer(s) contacted by Health ~ Regulatory General GMP
Private Limited Canada for information Partner(s) observations

®  Continuing to review evidence submitted
Bhai Mohan Singh Nagar, Toansa,
(i.e corrective actions, information from
Distt.SBS, Nagar (Nawanshahr), Punjab,
regulatory partner)
144 533, India

NEW

CTX Lifesciences Private Ltd. ] Canadian importer(s) contacted by Health Regu]atory General GMP

Canada for information Partner(s) observations
Block No. 251-252
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Establishment Source of

information Primary reason

Status of issue under review | for action

Sachin-Magdalla Road, GIDC, Sachin, e  Continuing to review evidence submitted
Surat 394230 (i.e corrective actions, information from
regulatory partner)

Gujarat, India

Glenmark Pharmaceuticals Limited, ° Canadian importer(s) contacted by Health ~ Regulatory General GMP

Unit I Canada for information Partner(s) observations

®  Continuing to review evidence submitted
Village Kishanpura, Baddi Nalagarh
(i.e corrective actions, information from
Road , Baddi , Solan, Himachal Pradesh
regulatory partner)
India

72 Compliance and enforcement : Drug and health products & V9 ~— U DD FLH
L ® Good Manufacturing Practices and COVID-19 & WO IHHAZ 27 U v 7 LT, HHTL %
N D FDIFIT Related links & LTY &7 SNTWHHEANMIZEINTEY, ZOF
D J51Z Good manufacturing practices inspection summary reports & D IHH 3% 5 DT
Na27 Vo735 TOLIREONBRHTL 5, HERMFHOMMBATLEH I TV D,

Apotex Pharmachem Inc. Summary Report

Inspection Rating: Compliant

Company and Product Information

Apotex Pharmachem is a facility belonging to the Apotex Pharmaceutical Group of Companies.
The facility is located in Brantford, Ontario, and conducts research and development activities,
testing and active pharmaceutical ingredient (API) manufacturing activities. It manufactures
twenty-eight (28) different commercial APIs for Canada, Australia, and other markets. APIs can
be used in the manufacture of finished dosage form health products, or to compound medicines
in pharmacies.

Background

Health Canada inspects facilities such as Apotex Pharmachem to verify compliance with
the Food and Drugs Act and Regulations, which include internationally recognized Good
Manufacturing Practices (GMP) standards. A plan is developed for each inspection based on
information from a variety of sources including past inspections (by both Health Canada and
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other regulatory authorities), as well as quality and manufacturing documents specific to the
facility to be inspected. Plans identify key areas for compliance verification based on risk.

One of the purposes of GMP standards and inspection activities is to identify areas that could
potentially become safety issues before there is an actual problem with products on the market.
But if safety issues are identified during an inspection that may pose an immediate risk to the
health of the consumer, Health Canada takes timely and appropriate action.

Provided below is a summary of the July 2014 Health Canada inspection of Apotex
Pharmachem in Brantford.

Planning for the Inspection

This was Health Canada's initial inspection of the Brantford facility related to its API activities.
In preparation for the inspection, Health Canada inspectors considered the findings from a
January 2014 U.S. Food and Drug Administration (FDA) inspection of an Apotex Pharmachem
India Private Limited (APIPL) facility in Bangalore, India, that noted several significant
deviations from GMP standards and concerns around data integrity. The FDA also inspected
Apotex Private Research Limited (ARPL) in India in June 2014, which resulted in critical
observations related to data integrity as well. Health Canada inspectors reviewed the company's
corrective action plans and commitments made to the FDA at the time. With this information in
mind, Health Canada's plan for the July 2014 inspection of the Brantford site included a focused
review of lab data management practices.

Further to the Health Canada inspection, the FDA inspected Apotex Pharmachem in November
2014. Health Canada inspectors observed this inspection. Some of the deficiencies noted by
the FDA at the Brantford facility were similar to those identified by Health Canada. Health
Canada and the FDA will continue to exchange information and results on the GMP practices of
Apotex Pharmachem.

Summary of Observations

While the inspection did not identify any critical issues that required immediate action to help
protect the health and safety of Canadians, it did identify 12 major observations and four
other/minor observations that the company will need to address through its corrective actions in
a timely manner and to Health Canada's satisfaction. Given the size of this facility, the complex
nature of the work performed there, and the scope of the inspection, the number of observations
was not unusual. None of the issues posed an immediate risk to consumers, but they are
important points to correct to avoid potential risks in the future.

Data Integrity

Lab data management practices were one focus of the inspection. The testing lab was inspected
with concerns regarding data integrity at the APIPL and ARPL sites in mind, but none of those
issues were detected in Brantford. The integrity of the testing data is important because that
testing is the basis upon which the API is released for further manufacturing into the health
products used by Canadians and their families. Deficiencies were noted during the Brantford
inspection with the management of electronic data, but there was no evidence of manipulation
of data. For example, some instances of instrument use were not logged properly, and data from
certain testing was misfiled.
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"Out-of-specification" (OOS) results are test results that are outside the acceptable range, and
GMP standards require an investigation into why these results occurred. All test results,
including failures, should be tracked and considered when assessing the integrity of the product.
It is important to determine if the test failed due to the product being faulty or because the
instrument was used incorrectly. Deficiencies were noted at Brantford with the approach to
handling OOS testing results. At the time of the inspection, the firm had also begun to
implement a new approach to improving data integrity.

Cleaning

There were also a number of observations (five major, one minor) related to cleaning. A site's
cleaning program and practices should be designed to minimize the possibility for product
contamination. The observations included issues with the cleaning procedures, validation of the
cleaning processes, and air quality monitoring. Other manufacturing control issues were noted
that introduced the possibility of accidental mixing of API ingredients (cross-contamination).
Any potential risks associated with these deficiencies were not considered to negatively affect
the quality of the API produced in a significant way, and would not put consumers at risk. They
will, however, need to be corrected.

Quality Systems

Quality systems activities such as training, handling complaints and self-inspection provide
internal oversight of the firm's operations. They ensure staff is qualified to perform the required
tasks and that there is a process in place to investigate complaints, which will help to identify
the root cause of problems and immediately address them. There were no major observations
made with most of the quality systems examined during the inspection. A lack of documentation
to support the risk classification of high-risk materials was noted, however. This is important as
staff need to know what products require special handling, and what controls must be in place to
prevent any cross-contamination to protect staff and consumers who will eventually use the
finished product. A risk-assessment tool was used to classify materials for containment
purposes; however the criteria used for the determination were unclear.

Other Systems

Other issues were also noted with re-packaging operations not being performed according to
Health Canada expectations, a lack of specificity in raw material sampling procedures, and
deficiencies in temperature mapping of the arecas where APIs are stored.

Next Steps

Apotex Pharmachem has been requested to provide corrective action information to Health
Canada that outlines how it will address all of the issues identified at the time of the Health
Canada inspection. Health Canada will actively monitor the implementation of the action plan at
the Brantford facility.

B8 Chinese Taipei : Taiwan Food and Drug Administration (TFDA)
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https://www.fda.gov.tw/ENG/index.aspx

V7Y A FORKOFIZ

Inspection & Research

e Science and Research
e GXP Inspection & Lab Accreditation

e Inspection

EWIHITHENRH Y . 2%&H D GXP Inspection &Lab Accreditation =27 V v 7 325 &

e Laboratory Accreditation

e Second tier Quality control

e GMP for Health Supplements
e GMP for Medicinal Products
e GMP for Medical Devices

e Human tissues and cells
e GMP & GTP Related Law & Regulation
e PIC/S GMP Guide

e Others

EWH U R R TL %O T GMP for Medicinal Products 227 U v 73 % &

Management of Overseas Medicines Manufacturers

GMP Management of pharmaceutical manufacturers

GDP for Medicinal products

EVO VAP TLSH2DT 2 ZBRZ7 Y v 27325 LU TOEMEHEOME 2 FLH L
72U A RHHTL %,

GMP Management of pharmaceutical manufacturers

GMP alerts

2022
2021

2022

Issue Date Name Address Nature of non-Compliance
Genovior Biotech HYF.-1, No.9,AND 4F.-2, [The company did not properly
2022/10/13|Corporation Tainan [3F.-2, No.5, Nanke 2nd [perform and supervise the

Plant Rd., Sinshih Dist., aseptic processing and data
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https://www.fda.gov.tw/ENG/site.aspx?sid=10170
https://www.fda.gov.tw/ENG/site.aspx?sid=10203
https://www.fda.gov.tw/ENG/site.aspx?sid=10201
https://www.fda.gov.tw/ENG/site.aspx?sid=10202
https://www.fda.gov.tw/ENG/site.aspx?sid=10378
https://www.fda.gov.tw/ENG/site.aspx?sid=10539
https://www.fda.gov.tw/ENG/siteList.aspx?sid=11713
https://www.fda.gov.tw/ENG/site.aspx?sid=10379
https://www.fda.gov.tw/ENG/site.aspx?sid=10377
https://www.fda.gov.tw/ENG/siteList.aspx?sid=10380
http://www.fda.gov.tw/ENG/law.aspx?cid=166
https://www.fda.gov.tw/ENG/siteList.aspx?sid=10454
https://www.fda.gov.tw/ENG/site.aspx?sid=10382
https://www.fda.gov.tw/ENG/siteListContent.aspx?sid=10387&id=28059#2022
https://www.fda.gov.tw/ENG/siteListContent.aspx?sid=10387&id=28059#2021

Tainan City 744092, integrity to ensure the sterility
Taiwan (R.O.C.) of the medicinal products.

1.The manufacturer failed to
conduct adequate
investigation and take

necessary actions into OOS

No. 269, Sec. 3, results of on-going stability
Shinlon Zhongzheng Rd., Rende [studies.
2022/9/14 [Pharmaceutical Dist., Tainan City 2.The manufacturer didn't
Ind.Co.,Ltd. 717020, Taiwan have sufficient qualified
(R.O.C.) personnel to effectively

implement the PQS and
manage the QC operations.
3.The Operations of

production were suspended.

. The factory didn’t take any
INo0.445-2, Taoying Rd.,

IAseptic Innovative . appropriate action
. Taoyuan Dist., Taoyuan | ) .
2022/8/25 Medicine Co., Ltd., | . ) immediately while the
City 330, Taiwan i
Taoyuan Plant products had been judged as
(R.O.C) .
quality defect.
2021
Issue )
Name Address Nature of non-Compliance
Date
1.Many bags of products empty hard
capsules were found without label and
INO.32, KEJIA 6TH |batch records in the manufacture area.
DING YUAN .
GREEN RD., DOULIU CITY,[2.The manufacturer didn't have
2021/3/ 19CAPSULE 'YUNLIN COUNTY [sufficient qualified personnel to
cO. LTD 640, TAIWAN effectively implement the PQS, and
N ' (R.0.C.) didn't properly conduct maintenance
and qualification of premises and
equipment.

7 27 F 7T Croatia : Agency for Medicinal Products and Medical Devices of
Croatia
Agencija za lijekove i medicinske proizvode (HALMED)
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http://www.halmed.hr/en/
http://www.halmed.hr/en/

WL 27 A hD o R L@ DISTRIBUTUON, MANUFACTURING AND
INSPECTION WO IEA 7 U w735 &
INSPECTION

e Inspectors

e Good Manufacturing Practice

e Pharmacovigilance Inspection

e News

23 H T < %, Good Manufacturing Practice 7 U~ 7 3% & The page is under construction.
EHTET, BIEERRNUGETHRO L D TH D,

R Cyprus : Pharmaceutical Services (CyPHS)

DY A NZT 7V BATER)hoT,

F = 3 Czech Republic : State Institute for Drug Control
Statni Ustav pro Kontrolu Léciv (SUKL)

WYL 2T A PO EORE LD Medicines EWHHEAE 7 U v 745 & HEICH
BRHVEHIREHELTUTDO2EHEARD 5,
Surveillance over the manufacture of pharmaceuticals

o  Guidelines and Forms

e  (Contacts

ZOHEEONEZFNWTHDL &, GMP RSEEEFF AIBEDO T A KT A4 % L YR
BT, AEERICOWTIIRY 6o T,

Quality defects and enforcement

e  Administrative Procedure Regarding Permission of Distribution, Dispensing, Placement on the market or
Use of a Medicinal Product

ZHEOL LU BOXEBRENE WERAFOREELS LWV T, EEEHRITRYS

Rino Tz,

F ¥ — Denmark : Danish Medicines Agency (DKMA)

v =7 A FE E T, KRG EREMEETO 3 SOORB LD
D, ERMTEZ Y 7T L

Marketing authorisation for a medicine

Medical devices

Application for general reimbursement

Inspection of pharmaceutical companies

Company authorisations and registrations

DKMAnet

Clinical trials of medicines

Fees
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https://www.halmed.hr/en/Promet-proizvodnja-i-inspekcija/Inspekcija/Inspektori/
https://www.halmed.hr/en/Promet-proizvodnja-i-inspekcija/Inspekcija/Dobra-proizvodacka-praksa/
https://www.halmed.hr/en/Promet-proizvodnja-i-inspekcija/Inspekcija/Farmakovigilancijska-inspekcija/
https://www.halmed.hr/en/Promet-proizvodnja-i-inspekcija/Inspekcija/Novosti-Inspekcija/
http://www.moh.gov.cy/moh/phs/phs.nsf/dmlindex_en/dmlindex_en?opendocument
http://www.sukl.cz/
https://www.sukl.eu/medicines/surveillance-over-the-manufacture-of-pharmaceuticals
https://www.sukl.eu/medicines/pokyny-a-formulare-6
https://www.sukl.eu/medicines/contacts-4
https://www.sukl.eu/medicines/quality-defects-and-enforcement
https://www.sukl.eu/medicines/administrative-procedure-regarding-permission-of
https://www.sukl.eu/medicines/administrative-procedure-regarding-permission-of
https://laegemiddelstyrelsen.dk/en/

Product defects and withdrawals

D9 HBEDORHLAHTL 5, Inspection of pharmaceutical companies =2 U v 7 3%
&L NEITHIE & FEi L T D NEDOFBIOHR T, BEMHROT —XIZ O TOFEH
L7273 > 7=, Product defects and withdrawals DIE S [ TH 5,

Inspection of pharmaceutical companies %7 U v 7 L CHTL 2= OLEMNC AL
Y EDOHF EH L@ Inspection DIAD/NELH L O—F& FIZ Publication & 9 HHN
HDHOTENEZ ) v I TDHEAEFEEOU A NBEND, ARRERERIC L 55

BRRE R OFER IS & SE R L ORI OFERERE TH S,

TR b =7 Estonia : State Agency of Medicines (SAM)

ZOv=TYA FER L
Human Medicines
Veterinary medicines
Department of Biologicals
Legislation and Supervision
Statistics
Agency and contact

Security situation in EU

OTHEBIZAHLAHTL %,

Z ®OH @ Human Medicines 27 UV v 7 95 & FOXRFOFERH L O FIZ/NRE LT

< %o

2 # H ® MANUFACTURE, DISTRIBUTION, PHARMACY DI % H.% & EU/EEA D] FE
ML TV AEHE T, EFFA]S° GMP FEBH X EudraGMDP # 28 L 72 > T 5,

MARKETING AUTHORISATION AND FEES
DCP with Estonia as RMS

Fees

Baltic Package Procedure

Variations

Exemptions to the labelling and package leaflet obligations in Estonia

European Pharmacopeia

MANUFACTURE, DISTRIBUTION, PHARMACY

Activity licences

Medicines used in Compassionate Use programs

Manufacture

Distribution

Brokering

Pharmacy

Identification of the legal online pharmacy

How to know if a product is a medicinal product or not?

The import and export of goods that require a special authorization
Travelling with medicinal products

Sending of medicinal products

Advertising of medicinal products

DRUG INFORMATION, EUROPEAN PHARMACOPEIA
Pharmacovigilance and Adverse Drug Reactions (ADR)

Drug Information Bulletin

Reporting requirements of Individual Case Safety Reports (ICSRs)
Handling of narcotic drugs and psychotropic substances
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http://www.ravimiamet.ee/en

Classification of medicinal products
CLINICAL TRIALS

Clinical trials in Estonia

Clinical Trials Regulation no 536/2014
Ethics Comittee for Medicinal Products
Considerations for transferring clinical trial subjects from sites in Ukraine to sites in Estonia
Veterinary medicines

Department of Biologicals

Legislation and Supervision

Statistics

Agency and contact

Security situation in EU

L7V R Finland : Finnish Medicines Agency (FIMEA)

IOUzTYA P CRHLEZT = v 7 Lizd ZARSEBROEBIZ RS0 520>
7z, Database and registers &\ 9 XA R [M[ [ 7 &> - 72 00 T manufacture X° GMP % T
¥ 5 % 7>F T & Unfortunately no results were found. & 72> 72,

4 5 «” A France . French National Agency for Medicines and Health
Products Safety
Agence nationale de sécurité¢ du médicament et des produits de santé (ANSM)

PERERDN 2 Do T, ERREARWZY = 7Y A FOLEIZLLTDOY A BT 5, w4
rua Y7 hxmy YO HBEIERT, E2S 3 3% H O Bulletin official des actes, decisions et
avis & WO EMENZEDOHEED LD T.2oHoOF R LO FHv5H 3% H D Decisions
de police sanitaire & WO IHZ 7 U v 7§25 L FEEOBBENH TS 5, ZOHDOZ A |
D HEFRFRIT TE OREFRIZEAT 2IRTE ] & 72> TV D, RO ERE S O
EAT, WiE¥EE O QMS, GMP, GDP B2 TOEMKDEL L Bbhb b0 H 5,
Qui sommes-nous ?

Actualités

Bulletin officiel des actes, décisions et avis

Décisions institutionnelles

Décisions liées aux médicaments

Décisions liées aux produits sanguins et autres produits biologiques

Décisions liées aux médicaments dérivés du plasma

Décisions liées aux dispositifs médicaux et dispositifs médicaux de diagnostic in vitro
Injonctions

Décisions de police sanitaire

Sanctions financicres

Avis

Disponibilité des produits de santé

Vos démarches

Documents de référence

Informations de sécurité

Dossiers thématiques

Espace presse

Contactez-nous
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http://www.fimea.fi/web/en/frontpage
http://ansm.sante.fr/
http://ansm.sante.fr/

ZOFERES T GMP (2T 2 L DT T ITHTI o722y, GDP Dfiig TORE
Y& N ONE S HAEICEE T AR s HEH S N TV A B2 FICIRA 9 5,

NBRH 06/16/2022 -2022 - 8 H 7 HIZH#Hr

2022 4£10 A 6 H DP-EHE S S 2022 _01-Exopharmex tEDRISK R 2 BRI 5
A D—EpE 1k

=3 L L OV R b D 2 D 72 8 D E FHEEI(ANSM) D i .

INFRAETAEVE(CSP), HFIZH L.5121-5 55, 55 5124-1 5=, 5 5124-3 5=, 5 5124-17-2 5%,
% 5124-17-3 55, %5 5313-3 55, 5 4235-15 55, 5 4235-68 5=, % 5124-2 2k, % 5124-
15 45, % 5124-46 5=, % 5124-59 25, %F 5124-60-1 55, % 5124-60-2 =8 L OV 5132-
80 kEHBET D,

CPMP % L.5121-5 SRICHIET D b b= O EH72 i@ E1T(BPDG)IZ B3 %
2014 42 H 20 B EIE I L O L 2T (ANSM)D JEORELE B E L.

Exopharmex 737 =& (A —X T 1 U—/1), 5 rue des Pieces (T35 176 34 - 7T
EFEORBREEHRTHZEETFAT 5 2019410 H 9 H DORIE n°D 19/189 #EE L
<

2020 44 H 14 HD ANSM 75 O EMZ2EE LT, 2020 4F 3 A 1 HIZHEESERR D%)
R0 72BEE% 2 A9 2% Exopharmex 725 2020 4F 4 A 2 H OEM IS 2 T;

2021 4E 6 H 2 BIT3A « R« T « 0 U— L Husi %R (ARS)2S Exopharmex f D Hl%R
g% CHEHE L7=MAED 2021 4 6 A 15 BT O FlHHREEEZEE L C;

2021 4 6 A 16 HIZ Exopharmex (2% H L7z RS EELZZE L, AROMRETITHE
SN ERLRFAE/BRELBAT D,

2021 4E 6 H 2 BIZENE SN-FIR O D 2021 £ 9 H 1 AfHT OREEHREELE
L/\

2021 4 9 H 16 HIZ ANSM 7% Exopharmex (Zxf L CTH AT L 7= Z k4
N°M2021 0009 INJ-C3 % & fE L C;

2021 49 A 16 H ®ZE1EA4 N°2021 0009 INJ-C3 (ZHiW CTi b 7= & I E oA %)
PEEHYIRAIEIO 2 I b A M ERGET S 72912, Exopharmex 1D I FE gk T
ARS XA Ry om T —LZ K-> T222F 1 A 6 HIZEfi SN RELZEZEL T,

2022 1 H 6 BICHEMEINIHAED 2022 4 1 A 17 BT OFiEHREE, BLO
2019 4£ 10 H 9 H 0RO A n°D 19/189 M B2 44 ¢, Exopharmex £L(Z
SECT2 2022 43 H 8 HD ANSM b DO FRAE[E L T;

2022 4% 3 J] 22 HI|Z Exopharmex 72 b3 (T H -7z, 2022 4£ 4 J 5 HIZ5E T L7z EREo
202243 H 8 HD ANSM L Z —(Zxt 3 B EIEEZBE L T 72 X0y,
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202244 H 6 HOFRITBE LT, £ DAZHIT, Exopharmex % 43 2 AR 2~ 5 D
202244 A 11 BHE 15 HOE T A —/L, 3 L Exopharmex DFLE2>6 D 2022 4 4
H 25 HOE A A—NMIZ X > THi g STz,

20224 1 H 6 HDOMED 2022 44 H 20 BT ORKEREELEZE L. HIE@EE
B OHEEFICHOWTARFIRE RN D D & fsiaft i 7=,

F2D BPDGs @ HEZY, EHELENRICHFE L, JUIERT L Z L 2fFaahizd
ITHERIZ BT HEICRIT NS ETOM, EERLONWEEMHETHZETHD, M
O, EEHOERLZHAT L LEEZETHE1E), —FH, TORT, Zhbo
Ty RTZ20 7 4 ADRA > b 3.1 05, THZEEE TR, i, BLOEELD
TY) 2R E LB A TR D T2 O Ot o4y e kkde )

Exopharmex 7% CSP D% 5124-2 D 5° CEFR SN TV D HITEHEH -l ESE OILE %2
FATTOMERELEZ N TS Z L AEET D, CPMP 5 L.5124-17-2 SRITHEV, H)
FERF-FOREL X, HEE LEHIROBE DO =— X% D= 5= DICENTS
DR 7o ifs & MR35 7 DI, [AESE R5124-59 £ CEAIN TV A A —E
ADFBE BT THUNEND D,

CPMP % L.5124-17-3 SO EN D, HIFEHEL « JiBEL D E L.5124-17-2 KITHE
SINTAEY—ERAB/HEE R LIEGEICOR, EENLOEEO - OICE I F 72
IIEIFRELICRTET A ENTELZ LA EET D,

CSP D% R.5124-15 S OBUEIZHEV Y, Exopharmex 1%, 2021 4F 6 H 16 B fi}1) 0B A
e BEON2021 4E 8 A 17 BIZSE T L72 2021 4E 7 H 20 H OZE IS RTOER/™ I
L oT, 2021 4F 6 H 2 AICHIEE R CHEM S NT-MAETICH A S NTAREOHEEIC
DOWTHIEN, ZNHICKRIEFEZF TSmO IER il e T2 L 5B LT,
FBE S N-WIBNIZ, 2021 429 H 16 H ®Z B4 N°M2021_0009 INJ-C3 |2 X %,

Exopharmex - OBIEREFE C 2022 4 1 H 6 HIZHEM S N/-MREEZZE L T, 2021 4F
9 A 16 HORBRDZE L1k D4 N°2021 0009 INJ-C3 (Z#E0 T HL S AL 7= 18 24 5RAIRifi
DFEEREE Iy A FOFMEERGEST H72012, A > | 1a), 2a)F8 L' b)
DRI SN TS, ARZEIEGHD 3(c). 4(a). (b). (c). (d)FB L V()T e\,

2022 41 H 6 H O T, Exopharmex |d, HIFE¥EH &l ES ISR DA
—ERADEBEEERE L TGESFL TRV ERRFASINTNWASAZ L2 EEL T,
KD FFIZHOWNWTIRRTN D,

A H ., CPMP 55 R.5124-59 SRICHE SN TV D 9/10 Tid7el . 77 ATHEEIC
RSN TWAMBDERKTLOT LY T — 9 0 0F 4.5/10 IZFY 4 5 EK GO
I Z DITH Y . F ORED PAHHRE IS U T, CPMP O R.5124-59 S:IHE- T
TR ENDEELOMHZ AR L T D Z L 2R I(EBEO Bz Bk Lo 72
Z &, L7 - 7T, Exopharmex |d, EE L7-EMIKOBE D =— X% D \—7F 2%
ZEMTER,

CSP D5 L.5124-17-1 B L OVR.S5124-59 ScOHEIZTEN LT, XA « K« F -1 U
— VHUIR AT ICS v T e P — L e F e T e F 4 AN Ea—Y gy Ty
—v ¥ a—7 4 v 7 (CSRP)HIT D EEM T NT ¢ FND T 2T KR
2SI L TR0,
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ZORENSH BN/ o7 Z EEBE LT, CSP OF L.5124-17-2 SRICHE ST
WA A — B ADFES & EIT L T 720 Exopharmex (%, CPMP D% L.5124-17-
3ROBEIER LT, [HOME A E2IXEOHE LIS 5 HITeEH EH B G Z K
FETHMERRIEEIZIT o TWAHA, MAESHIX, MBHENO 2 I 2 =7 ¢ ¥EF
IS TE 59, 202244 H 15 H @ Exopharmex {LDE - A — kb &, #
HEHFE DR 72X D 2 FLL B S 722 EH O BAITIE, 1 DOEFOANBSIRE
nTnsr ks Ths,

CSP M R.4235-15 RITHEV, HAENXE XD — VT AL b, T U7 — b,
FILRET 4 L7 X — DB AT DM ERH Y . ZOEFA, ERRo 202241 A
6 H DA )5, Exopharmex 14 13 5 3KAIAN X, 2 EIEHIAR S OMARKNIZF
H STV B HAER OB R e B Ek 2B L T eWnWk 9 Th b,

X 52, CPMP DO R.4235-68 S=IZHEV, Y ERAAN L, AR & 2 OMHER Fizdh D
2AE T DIFBNIEMHEICERZR SN TWD Z L EHRTAILENRH Y | ZOHE ., 2022
£ 1 H 6 HOMAETIL, MEREKICFHE STV 2 AN O B I XS stk E o xt 5
TR, ZOEFEOIFIEZ EHICEFRT D Z LI TERV, T OMR;

ZOREFIZ, 20217 H 19 BB 7 H25 BHETO 37°C £ T, BLU2021 4 8
H 30 H/”5H 9 A 5 HETOD 36°C £ TORELEN I, Y AR X 53
B ENT B E - IZREHEBEONRTIIR > L b LI L 2EE LT,
ZHUEBPDG OARA R 12BLN42ICK LTW5,

Exopharmex D [E 3 5 fiiz% 1%, CPMP 25 R.5124-46 SO BUEITHEV, #H &5 CPMP
% L.5121-5 R CEA SN TV A IEFGBEBITICN > CGEE STl b3, £
T CHEM SN D REEB IS THOE., BLE., HERF SN EDRR. 72 5 NI HLE
IRAE TR LUOMEIERZTA LR TE bWl E2BE LT, bk
BOITH, ZOBWE1L20224F 1 H 6 HORAE T, 2021 £ 6 H 2 HOBAEFIZT TIZ
B SN TR EDE N OMiFEE L URIHICET A2 RENFEERLV I/ o7, 1.
B b B ORE RS

FEEE LB S D LHO 7 = 2D KR M, 8L BPDG OARA > b 3.2 ITKT 5 A
BN 72 R BT L B EEM DT ER,

ZOBRAENG, 2021 £ 7 H L& 8 AICRIEDOMIATEER I NT=2, CEfL S vz i
DEBE L REHER IO TPHHEEOEBIC OB SRS E NI EEICL > THE
fEL7e, BRELZEMOBLEN O LERRE S OMEFF 2 RAE LRV ER DO LA T
7 k., ZHAULBPDG DARA  F 321K LTWVW5,

2022 £ 1 H 6 H O PR EREZIZIE U CREES LM —DEH LA — 32D
W BIfEZFERH L 72V MERERY 72 280 o AT A ORI, Z 31UiE BPDG DR A > bk 3.2 12
K35,

CPMP D5 R 4k 5132-80 3 L X BPDG DR A > b 3.2 OHEICK T 5 JEEHIRE T o
A FRIZ RS C& 2 3EMIRE E D LISL LT > A7 A DK,

2 s

BREYRIC, REGFTEHEZ U TOMIZ =T 0> a URREINTHLDRE
BTDOIRED~ y B PR FETTERN-T-2 8 BLO2022 443 A 7 BICEM S
NETHAIRERFO~ v B VTTEEOREELEETE oo, ERERE
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NEEHEL DT Y TICHBEIN TS Z EITEIFES N2, BPDG OKRA > bk 3.2.1
IZR T DA E),

BEYHO o —TOESICORT o —T 2R ET 5120, BIBREOREY2Z8E
R (+2°C/+8°C), ZDREEBOEREEZ D NN—LTELT, TOMEE, FEIZHRE X
NTWBEIEIO B E RN RIES NS 2°C~8°C, 6 DDIREER 1 —7
ZEBMLTH, Ay ARy hea— L ARy VEIRETAHZ A EHBNE L~
v EV IS TROBZ LI TE 220,

WRFEAFIZ £ % &, ENDOXAN 50 mg $E/I DFE O mjk s TO RN 2 IRE 2 B 8T
B L. FORFIL25°C KOIBETH Y, m7=<I1E72<, GDG DRA » k 421K
T2,

S 5T, CPMP D R.5124-60-1 £&35 L U R.5124-60-2 OHLEIZHEV Y, Exopharmex i
OSSR X, FRLOH R.5124-60-2 FRICFEH SN TV DBHZEE, F3E, EI3EE
IZHRAI SN DRNS, Zote e T = v 7 L, v U T b SN EEGO—EO5I+
EENZTDHZ LI, ZRTBMOTEEEMPBUI A SN TWARNWE L 2R 5
VERDH D, VU T GIERATIZZR W,

FRLORFEDEKE DKL, FHIR TR AR—R LEERDO Y Y — X (ZEET 5
Exopharmex t1: DB fEF%(BPDG 1.2)I2351F 5 GDP D% 1 = CTEFHR S =Bk &0
T ME VAT AOFEEO R L > TENAT LI EEEBEL, BEIN®liE
FLEk L, BIEB X O FRHE(CAPA)Z BT 272D OLEOXRIN, S 51T, 2020 4F
3 H ORBRSLBAMELE, ITERIEO R MBI OEHE L E 2 —OKRIZEEE L T\ 5,

GDP OBEMRZKTHFED X 5 AR AE L. FEMEILE 72 134 0E SN2 B3N & il S
H, HIGICERTERRY X7 20 NS KOV SN EE L OZeE £ 7203
HoE7 a7 7 A IVORMED Y A7 ZfE) flfelEnd 5 2 & 2EE L.

CPMP 5 L.5124-17-2 4. L.5124-17-3 § UV R.5124-59 S DB k95 Lt o AR
AN, BENTSGOMG 2 MG 21517 2 e[ REEn b5 Z L 2R L.

—JF. Ei&EBE T 5 &, Exopharmex 08 OIFEY OHLIL, ANREAE~D
UR 7 & gt d %,
e

FF, 1 A=20194-10 H 9 H® n°D 19/189 £ L TV 5 Exopharmex f1(2ff 5
T FB AN, AR A HE(CSP)DES R.5124-15 -2t -> T, CSP ¥ L Ok @ BPDG
DOBUEICHEIT 5 F TR T FREIEEND, A ML—YEET,

2T, 2. ~FEOWEIL, ZHE S S2022 01 ITBEFEI LTV D,
AN, 3. ZOWEX, ROEBYVIEET D,
2= 3 S B 5 B 2 OAF IR IZ B3 D BRE ~ DA O A0 6| RETEEI AR E |

RETEENOE IIZBE LT, [/ Calma o 3 #HELIA,
=i, 4. -BEREIX. COREDOEMBIIEFEEZAILDET D,
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2022

F6H 10 HIZET

JYRATIV e TT =T« H)LR=—)L
ANSM F#JRE

| 4 Germany . Federal Ministry of Health *
Bundesministerium fiir Gesundheit (BMG)

ZOU=T7HA MUIKEMDP H L3, TNZ A THHMan T A LAD My
7 DX 7R HE < bW TER MBS O BARRIE #2207,

Central Authority of the Laender for Health Protection regarding Medicinal Products
and Medical Devices *

Zentralstelle der Lander fiir Gesundheitsschutz bei Arzneimitteln und Medizinprodukten
(ZLG)

OV =T7HA MR TEH, BIEOBHD LT, RIESCELZEROFRITH TZ 20

S72,

3@ U v ¥ Greece . Greek National Organisation for Medicines
Ebvikog Opyovicuog ®Popucrxwv (BMG))

IOV =T YA MR EHEFERZT =T YA FD 1 X=TYDHR T, BIROHEIER
PACThole, vA7u Y7 by POHBFR TR LOSHE Z R TH, WIERR
RN D GMP IZHE > THEEE, FREZIT> TWND EWVWIFHDHRT, BEJKROT —
ZITENL D Th o7,

é% Hong Kong SAR, China : Pharmacy and Poisons Board of Hong Kong (PPBHK) )

Jeilh L PEREOHFLOY A by GMP DL F a2 L — 3 UZDW T ORHC RS
AIOHFERMET R DD o723, GMP BEEIZOWTORHEIT A2 6 hoTe, 7
=2 TV LR — MRS oA E24 (Listed Sellers of Poisons (Z%f3~ 5 A %%) . L4y
e (EL, B 5 ERH50, BROAFIZOWTORLEILR -T2,

NI —Hungary : National Institute of Pharmacy and Nutrition (NIPN)

Uz 7 A N OEFERO L LD SPECIALIZATIONS DO H ? Medicines % 7 U
v 7§25 & Inspection EWVWV) R LBHLDOTENE T Y v 7 $5HE GxP FHEOAE
LZOHEENH T DD T GMP Inspections =7 U v 27 3% & Arrangement of GMP
inspections & U9 IH & Purpose of GMP inspections & V9 TN T & T, AL EMILE
M E DN S 5 D3, BEEOFERIZOWTOIFRIZ R -7,

T A AT ¥ F Iceland : Icelandic Medicines Agency 0

ZOU=THA b LUTORTFORHLAHTL %,
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https://www.bundesgesundheitsministerium.de/en/en.html
https://www.zlg.de/en/
https://www.zlg.de/en/
http://www.eof.gr/web/guest/information
http://www.eof.gr/web/guest/information
http://www.ppbhk.org.hk/eng/index.html
https://ogyei.gov.hu/main_page
https://www.ima.is/

Medicinal Product Information

Information about medicines on the market.

Side effects

Report an adverse drug reaction.

Marketing authorisations

Detailed information on marketing authorisations and licensing guidance
FAQ

Frequently asked questions

Reported medicine shortage

Information on reported medicine shortage

Medical Devices

The IMA is responsible for regulatory surveillance of medical devices
Development

Information about clinical trials and scientific advice

Pricing and Reimbursement

Information about pricing and reimbursement

Z DAt Scientific Advice, RMS request, News, Pharmacies, Medicines on market, Number
of Ipackages in the price list & WO HHED® 5,

NS OFTREEDEN T E £ 9 725 H 1X Marketing Authorization & o415 DT
IhEZY 735 AL TFORBLAHTLS 2@ T Quality Standards % 7 U
v 74 5HE

MEDICINAL PRODUCTS

About Medicinal products

Importation by Individuals of Medicinal Products for Personal Use
-Marketing Authorisations

Conditions for Marketing

Electronic Applications

Package labelling and leaflets

Other Registrations/Authorisations

RMS Requests

Text Processing
Withdrawals

Zero Day Procedure

+Pharmacovigilance

Quality Standards

Reported Medicine Shortage — Overview
Safety Features of Medicinal Products

® ¢ ¢ ¢ O O O O O O O O o o o

GMP. GDP, GVP, GPP, GCP L WO IHHMNHTL %, GMP (2B L TiL GMP rules
& Information from the European Medicines Agency @ 2 THE 3% V) | faf#vs EU O A
RZ7A4 2 & GMP BT DIHHROGIANEH SN TNWDDHT, T4 AT 2 ROELR
DOFEHRITH T Z o7,

A ¥ FX 7 Indonesia : Indonesian Food and Drug Authority (Badan POM)
(Badan Pengawas Obat dan Makanan Republik Indonesia)

V7Y A MO LRICUTORELESH S,
PROFILE
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https://www.serlyfjaskra.is/
https://www.serlyfjaskra.is/
https://www.ima.is/pharmacovigilance/report-an-adverse-drug-reaction/
https://www.ima.is/pharmacovigilance/report-an-adverse-drug-reaction/
https://www.ima.is/licences/marketing-authorisations/
https://www.ima.is/licences/marketing-authorisations/
https://www.ima.is/ima/faq/
https://www.ima.is/ima/faq/
https://www.ima.is/licences/reported-medicine-shortage-overview/#&cat=%C3%8D%20skorti
https://www.ima.is/licences/reported-medicine-shortage-overview/#&cat=%C3%8D%20skorti
https://www.ima.is/medical-devices/
https://www.ima.is/medical-devices/
https://www.ima.is/development/
https://www.ima.is/development/
https://www.ima.is/pricing-and-reimbursement/
https://www.ima.is/pricing-and-reimbursement/
https://www.ima.is/licences/
https://www.ima.is/licences/
https://www.ima.is/licences/importation-by-individuals-of-medicinal-products-for-personal-use/
https://www.ima.is/licences/marketing-authorisations/
https://www.ima.is/licences/marketing-authorisations/
https://www.ima.is/licences/marketing-authorisations/conditions-for-marketing/
https://www.ima.is/licences/marketing-authorisations/electronic-applications/
https://www.ima.is/licences/marketing-authorisations/labelling-mock-ups/
https://www.ima.is/licences/marketing-authorisations/other-registrations-authorisations/
https://www.ima.is/licences/marketing-authorisations/rms-requests/
https://www.ima.is/licences/marketing-authorisations/text-processing/
https://www.ima.is/licences/marketing-authorisations/withdrawals/
https://www.ima.is/licences/marketing-authorisations/zero-day-procedure/
https://www.ima.is/licences/marketing-authorisations/
https://www.ima.is/licences/pharmacovigilance/
https://www.ima.is/licences/quality-standards/
https://www.ima.is/licences/reported-medicine-shortage-overview/
https://www.ima.is/licences/safety-features-of-medicinal-products/
https://www.pom.go.id/new/home/en

NEWS

LIST OF PRODUCT

ONLINE SERVICES

REPORT

PPID

REGULATION

PROVICIAL OFFICES

COMPLAINT
INSOBEBHONEDORE LITHEETHIN, TNaH 7 ) v 3hEA 0 Fx
T REIC o T LEWN, NEOHUENFHE LV, X o L—1 3 VBROERSOA L
Z OO ERIZIH DM, BEEERES LWL Db banot-, FREE L H
0. MEHHENH DD, 42 RRXUTETHENMUE TE 2o T,

A 7 ¥ Iran : Iran Food and Drug Administration (IFDA)

PIC/S DAL NR——EIZHTWAZDOT RL A% 7 U v 7 LTH [ ZDOA—I2HIE
TEFEHA] LWIHIERTTZEBRATE R T2,

77/( JV 7 v F Ireland : Health Products Regulatory Authority (HPRA)

O O O OO0 OO0 O O O O

T2 T YA FNOEIZUTORBE LRSS,

ABOUT US

MEDICINES

VETERINARY

MEDICAL DEVICES

COSMETICS

CONTROLLED SUBSTANCES

BLOOD, TISSUES, ORGANS

ZOHOMEDICINES 27 VU v 73 2% L EANZLL T ORI LR H 5,

COVID-19 vaccines and treatments

Our Role

Medicines Information

Safety Information

Safety Notices

Quality Information

Regulatory Information

News & Events

Special Topics

Emergency Medicines

Emergency Contact Details

Z O @ Quality Information 27 U v 7§25 L WEE=X V7 L AREEDL
DM DOEAIEENZ DWW T ORANH 525, BERMERIZ OV TOFRITZR,

% ® F® Regulatory Information #2727 V v 7425 &, ZORO/NLH LA TET
Manufacturers & WIOENHDLDOTENEZ Y v 735 EHEEFOY A MPNHTE
TEFF T OIRAE (Authorised, Suspended, Withdrawn, Revoked, Transfer) O —& 3% 5,
BT|Z Inspections relating to manufacturer’s authorisations & W) HRH 1V | HED T AT
LOFHNRH D, Lo, AEFKRIZONWTOT — X T/ > 72, KIZ Market
Compliance and Surveillance & WO HAH D | WEHBRFNEOLNLILGEITELR LT
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https://www.fda.gov.ir/en
http://www.hpra.ie/
http://www.hpra.ie/homepage/about-us
http://www.hpra.ie/homepage/medicines
http://www.hpra.ie/homepage/veterinary
http://www.hpra.ie/homepage/medical-devices
http://www.hpra.ie/homepage/cosmetics
http://www.hpra.ie/homepage/controlled-substances
http://www.hpra.ie/homepage/blood-tissues-organs
http://www.hpra.ie/homepage/medicines/covid-19-updates
http://www.hpra.ie/homepage/medicines/our-role
http://www.hpra.ie/homepage/medicines/medicines-information
http://www.hpra.ie/homepage/medicines/safety-information
http://www.hpra.ie/homepage/medicines/safety-notices
http://www.hpra.ie/homepage/medicines/quality-information
http://www.hpra.ie/homepage/medicines/regulatory-information
http://www.hpra.ie/homepage/medicines/news-events
http://www.hpra.ie/homepage/medicines/special-topics
http://www.hpra.ie/homepage/medicines/emergency-medicines
http://www.hpra.ie/homepage/medicines/emergency-contact-details-medicines

D LR YU TR ORI AAT S TR T A EEOBRSEDT 7 ST AR
PEBESATOSR, FROF—F R0,

/f A 3 )V Israel ; Institute for Standardization and Control of
Pharmaceuticals (ISCP)

ZOYA eV v FTDHEA AT /O Ministry of Health D =7 %4 K The
Institute for Standardization and Control of Pharmaceuticals ®O-X— YT b, £ D
Relevant Links & V9 THOD H1{Z ISCP_08022022 GMP GDP status of inspected companies
EWVWI VU TERSLOT, ENE TV v 7T HEELE/RO—ERN/H TS, L
ML, —fIEGEL H Y EFTNEAIA AT TILFETHRENBE T X 220, Aiflal A Z21RE
B, P, f5E LT 2 B OFERE L b 7220,

ZTOMY 7 SHTWDHDIFLLT,

e Validation status and product information

e Application for variation to the terms of registration of a medical products regarding its

quality
e Chronologial list of variations

e Private and public blood banks
Validation status and product information DIV 77— = LARPUZ DWW TaITH S
7D DEXNH T 2D,

AZI7T Italy : Italian Medicines Agency Agenzia Italiana del Farmaco (AIFA)

ZOVA a2y 7 L, HEDENG &7 Y v 745 LRGERMNH TS 5, £D
— V% FOHITESTIT< & AlFAdata E WO ORI TL 20T, ZE 7V v 7T
HEHTLKD2RXR=VYDOTOHIZWLS OO RELEHY, ZOHIZ GMP
inspections(medicinal products) & WO DAL, ZNE 7 Vv 73T DH LA XU TEEDN
— VNI %, WEIX GMP BB OB X 5 Th 5, £ DOHIZ EudraGMDP—EMA &
WO NS D DT, & HEE ORI DOV TIE EudraGMDP 2S5 % L) Fd L 9
Thb, RIZZD FDIHIZ Elenco delle Officine autorizzate alla produzione di Medicinali
e delle Officine autorizzate alla produzione di Gas medicali & W HEHNH Y | HEFF AR H
LHEHRLCEFRA T AZEOREFT O BLVD U A NDT 7 A4 L~DSRHBAL
FHNTWDR, BUEFTOAFR, EFTE PROV.E WS FFr[OREEZ ~T L b b
T DHBDIERTH D,

@@Korea (Republic of) : Ministry of Food and Drug Safety (MFDS)

OV A b 27U v 7 LTHTL 58—U1Z, Our Works & LT Food, Drugs, Bio
Cosmetics, Medical Devices, Inspection Procedures of Testing and Inspection Agencies &
JEANHTLS %,

Drugs #7 U v 735k

Approval Process (7RG D ¥ 27 L DFHH)

Regulations (ZE3E S HLHNCBI T 515D OFEIT)

Products (ZKGE S AV72 EFE S DFEIT)

Drugs Certificate Verification
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https://www.health.gov.il/English/MinistryUnits/HealthDivision/MedicalTechnologies/Drugs/ISCP/Pages/default.aspx
https://www.health.gov.il/English/MinistryUnits/HealthDivision/MedicalTechnologies/Drugs/ISCP/Pages/default.aspx
https://www.health.gov.il/NewsAndEvents/SpokemanMesseges/Documents/Validation%20status%20and%20product%20information.pdf
https://www.health.gov.il/NewsAndEvents/SpokemanMesseges/Documents/APPLICATION%20FOR%20A%20VARIATION%20TO%20THE%20TERMS%20OF%20REGISTRATION%20OF%20A%20MEDICINAL%20PRODUCT%20REGARDING%20ITS%20QUALITY.docx
https://www.health.gov.il/NewsAndEvents/SpokemanMesseges/Documents/APPLICATION%20FOR%20A%20VARIATION%20TO%20THE%20TERMS%20OF%20REGISTRATION%20OF%20A%20MEDICINAL%20PRODUCT%20REGARDING%20ITS%20QUALITY.docx
https://www.health.gov.il/NewsAndEvents/SpokemanMesseges/Documents/Chronological%20list%20of%20variations.docx
https://www.health.gov.il/NewsAndEvents/SpokemanMesseges/Documents/Private%20and%20public%20blood%20banks.pdf
http://www.agenziafarmaco.com/en
http://www.mfds.go.kr/eng/

WS R LTS %,

Bt OE AL, GMP FES% 10 FEBEHOFEREIZ OV TRIT S 7 ER OFEA EF =
EANST D L ZOIHAFEONEOMHRNRERD LW I LD TH D,

Bio-Cosmetics &\ 9 IHZ 7 U » 74 % & Approval Process

Regulations

Manufactures

Biosimilar

Bio&Quasi-drugs Certificate Verification

W) R L2 TL %, Z O Manufactures = 2 U~ 7 3% & Biologics X° Cell therapy
products FFEDBLEEFD U XA NPT 5, FEELEZ TV v 735 LETEOER
ERET DB ONEOFRAHTL 5,

Inspection Procedures of Testing and Inspection Agencies & W9 HZ 7 U v 735 & #llk
PEEAICBE 2 L ¥ = L— 3 » LRI T 2 AR DOV AT LOBPAN H > 72,
ZOFERIZOWNTOFREIE R o 72,

GNP E R OEHIT L0620 72,

? I‘ B Latvia ; State Agency of Medicines

7 = 7 % A @ kI HOME LEGISLATION ABOUT US PUBLICATIONS AND
STATISTICS CONTACTS &\ 95 R LA&H Y £ D FIZ PATIENTS AND PUBLIC,
HEALTHCARE PROFESSIONALS AND INSTITUTIONS, INDUSTRY & 9 &R R
23 E& 5D DT, PUBLICATIONS AND STATISTICS & INDUSTRY #7 VU v 79 %
s

Marketing authorisation holders

Pharmacies

Manufacturers of medicines

Manufacturers, importers and distributors of active substances

Wholesalers and brokers

Sponsors of clinical trials

Medical device manufacturers, authorized representatives

Precursor operators

Substances controlled in Latvia in research and training

VO R LA TL %,

Manufactures of medicines DINEIZLL FD L 9 72H B T, ffiLd & AT LADFH T,
T — X OR#EIT IR 0o T,

Manufacturer operation (EU @ GMP A KT A A L TWAFENRMLIL L9 §iEH)

o Medicines export certificates

Free Sales Certificate

Certificate of Pharmaceutical Product

o Permissions

Purchase of statistical data

150
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Ub T a2 AV Liechtenstein : Office of Healthcare

ZOYA e Vw7 TDHE RAYVEOR—T DI THRIERILR ST,

~A7a Y7 hy VOHBFERTR S &, Uo7 A N OAO(ERTOES R 2%
MDEH SN TWAIO FIzdh 5 FH Lo Heilmittel & V9 IEDFIT Arzneimittel & U
FWENRH Y . FIZZ DHIZ Herstellung und Grosshandel & WO IHAH Y | & 2|2k
EFA DOV AT AR INTNWDEL) THD, BLIFAS ADFT a—Y v O
BRERENPATT L L9 ThHh b, AEFHRICOVTORLFITENE ) ThoTz,

Y 57 =7 Lithuania : State Medicines Control Agency (SMCA)

ZOYA e U7 35L 02T A FOLEIZLLTORBLAETL %,
FRONT PAGE

STRUCTURE AND CONTACTS

LEGISLATION

SERVICES

HEALTH TECHNOLOGY ASSESSMENT

MARKETING AUTHORISATION

CLINICAL TRIALS

LICENSING OF PHARMACEUTICAL ACTIVITY

SUPERVISION OF MANUFACTURING AND DISTRIBUTION

PHARMACOVIGILANCE

REGISTER OF MEDICINAL PRODUCTS

INTERNATIONAL COOPERATION

QUALITY AND INFORMATION SECURITY POLICY

Z O ® SUPERVISION OF MANUFACTURING AND DISTRIBUTION ®N%Z & LT
LT DOEANHTL %,

GOOD MANUFACTURING PRACTICE

GOOD DISTRIBUTION PRACTICE

RAPID ALERTS

SUSPECTED QUALITY DEFECTS IN MEDICINAL PRODUCTS

Z OO GOOD MANUFACTURING PRACTICE OWNEZ L5 L. GMP OHHIORN
7. GMP FEBH O, AAEEE O, COVID-19 /X7 2 v 7 hO%tR, 2o
WTRHEHINTEY, BEARICKINO T A RIA v ZHEALTHNAEENWIRNETH
%o BESHERIZ OV TIE EudraGMDP 2 & L T\ 5,

% L —3/7 Malaysia : National Pharmaceutical Regulatory Agency (NPRA)

ZOYA e Uy T5L =T A FOBHIZLLTOEANHTL 2,

e Home

e Industry
o PRODUCT CATEGORIES

= Biologic
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http://www.ag.llv.li/
https://www.vvkt.lt/index.php?1148175238
https://npra.gov.my/index.php/en/
https://www.npra.gov.my/index.php/en/
https://www.npra.gov.my/index.php/en/industry.html
javascript:void(0);
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Combination Products

Cosmetic Products

Generic Medicines

Natural Products
Health Supplement
New Chemical Entity (NCE)

Veterinary Medicine

o REGULATORY INFORMATION

Basic Regulation

Active Pharmaceutical Ingredients (API)

Bioequivalence and Ethics Committee Inspection

Compliance and Licensing

Good Laboratory Practice (GLP) Compliance Monitoring Programme

Laboratory & Quality Control

Medicinal Gases

Pharmacovigilance

o MORE REGULATIONS

e Consumers

Industry Main Page

Drug Registration Guidance Documents (DRGD)

Helpdesk Enquiry

In House Application

Market Sampling
QUEST Updates and Announcements

Recent Updates

e Health Professionals

e Information

o General Information

Announcement
Press Release

Circulars & Directives

Training & Seminars

o New Products / Indication

o QUEST List of Manufacturers / Wholesalers / Importers

List of Licensed Manufacturers in QUEST System
List of Licensed Wholesalers in QUEST System
List of Licensed Importers in QUEST System
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https://www.npra.gov.my/index.php/en/prescription-main-page.html
https://www.npra.gov.my/index.php/en/natural-products-home.html
https://www.npra.gov.my/index.php/en/health-supplement-main-page.html
https://www.npra.gov.my/index.php/en/nce-main-page.html
https://www.npra.gov.my/index.php/en/veterinary-medicine-main-page.html
javascript:void(0);
https://www.npra.gov.my/index.php/en/regulation-basic.html
https://www.npra.gov.my/index.php/en/active-pharmaceutical-ingredient-api-main-page.html
https://www.npra.gov.my/index.php/en/industry/regulatory-information/bioequivalence-and-ethics-committee-inspection.html
https://www.npra.gov.my/index.php/en/compliance-and-licensing-main-page.html
https://www.npra.gov.my/index.php/en/glp-main-page.html
https://www.npra.gov.my/index.php/en/industry/regulatory-information/laboratory-quality-control.html
https://www.npra.gov.my/index.php/en/industry/regulatory-information/medicinal-gases1a.html
https://www.npra.gov.my/index.php/en/pharmacovigilance-main-page.html
javascript:void(0);
https://www.npra.gov.my/index.php/en/main-page.html
https://www.npra.gov.my/index.php/en/drug-registration-guidance-documents-drgd-e-book.html
https://www.npra.gov.my/index.php/en/industry/more-regulations/helpdesk-enquiry.html
https://quest3plus.bpfk.gov.my/front-end/c_ihe_new_ur.php
https://quest3plus.bpfk.gov.my/front-end/c_ms_new_ur.php
https://www.npra.gov.my/index.php/en/industry/more-regulations/quest-updates-and-announcements.html
https://www.npra.gov.my/index.php/en/industry/more-regulations/recent-updates.html
https://www.npra.gov.my/index.php/en/consumers.html
https://www.npra.gov.my/index.php/en/health-professionals.html
javascript:void(0);
javascript:void(0);
https://www.npra.gov.my/index.php/en/informationen/general-information/announcement.html
https://www.npra.gov.my/index.php/en/informationen/general-information/press-release.html
https://www.npra.gov.my/index.php/en/informationen/general-information/circulars.html
https://www.npra.gov.my/index.php/en/informationen/general-information/training-seminars.html
javascript:void(0);
javascript:void(0);
https://www.npra.gov.my/index.php/en/informationen/quest-list-of-manufacturers-wholesalers-importers/quest-list-of-manufacturers.html
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= List of Cosmetic Manufacturers in QUEST System

o Annual Reports
= NPRA Annual Reports

= National Centre for Adverse Drug Reaction Monitoring Annual Report

o Newsletter
o COVID-19 Information
e About NPRA

GMP (ZBEfRH Y € 5 72THH & L THE9 . REGULATORY INFORMATION DIH M
Compliance and Licensing Z 7 U »» 79 % & Guidelines, Directives, Circulars,
Compliance Status, FAQ s (Licensing,/GMP/GDP) & \» 9 FLH L3 T %,
ZOHFTRELRH D % 5 7 Compliance Status,% 2 U 795 & List of Companies & U
IDOMNMHTL %, LA LNEIL List of Cold Chain Facilities &9 $ DDA TH 5,
% ® 2 >~ @ Laboratory & Quality Control D NF¥1E, BRERIZBAT WA K714 L FEHE
B OB DY X FTh o7z,

Information & V9 IH® H ¢ QUEST List of Manufacturers / Wholesalers / Importers

(2. List of Licensed Manufacturers in QUEST System &5 O35 DT, Tz J
v 7T HEFHFREFSOTWHLIEEDY X NBHTL 5, TORNRIFEEL . FEFT.
BEmBORT Y =T, ARBORBRICEES L & 5 REBIR» o7,

<)V Z Malta : Malta Medicines Authority (MMA)

Iz V7T HMTL 727 A b0 RIZUTORBLAKETS 2, AR
TR LOFHBICHAZMT T 2L b0 T, ELEHERICOVTORFRITR SN
Lol
Home
Organisation
ABOUT US
Mission and Objectives
Directorates and Units
Committees and Working Groups
Annual Reports
Heads of Medicines Agencies
Working at the Medicines Authority
Career Opportunities
Bank and Payment Details
DATA AND INFORMATION
Freedom of Information &% JRIZRT 5 Lk LFEMABADOIRIT/R > TV 5,
Data Protection
Presentations and Publications $lfilOHIE, AT LD LB T— 9 VEE
THEBORTEFEII R o T,
LINKS
Medical Devices
Pharmacy Roster
eHealth
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Government of Malta
Heads of Medicines Agency
Innovative Medicines Initiative
European Medicines Agency
Legislation [ 3 5 B il ] B D75 B
INTRODUCTION
Better Regulation
LEGISLATION DOCUMENTATION
Medicines Act
Medical Device Legislation
EU Legislation
Consultation
COLLABORATION
Request for Collaborative Agreements
EU & MEDICINES AUTHORITY CONSULTATIONS
EU & Medicines Authority Consultations
News & Events H 1 0 0 A L ABARDIEHRC, V—7 v a v T ORANEDIFH
NEWS
Press Releases
Circulars
Other News
Past News
EVENTS
Latest Events
Past Events
Online Services Hig5F CHFR & A X7 ML HELRINT DV AT LORENL, <L
2 J) DIE B S O 1
ONLINE SERVICES
Eudrapharm
EU Common Submission Portal
Medicines Authority Notifications
Servizz.gov.mt
Online Applications (E-Forms)
Newsletters
Contact and Connect
ON LINE FORMS
Enquiries and Feedback
Complaints
Complaints related to Advertising of Medicinal Products
Report Product Defect
Report a Side Effect - Adverse Drug Reaction (ADR)
CONNECT AND SHARE
Engage with us on Facebook
Follow us on LinkedIn
Follow us on Twitter
Connect with us on Google
Watch our videos on YouTube
FIND US
Contact Details

A '3? Y/ I Mexico : Federal Commission for the Protection Against Sanitary
Risks (COFEPRIS)
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https://www.gob.mx/cofepris
https://www.gob.mx/cofepris

Comision Federal para la Proteccion contra Riesgos Sanitarios (COFEPRIS)

FREZ V7 LTHTL 27 =279 A FOBEIZULTORHELAH Y | FEEERZ A
K9 L LU TEnglish 7V w7 L7, EEEMIIMER CEahoTz,

Registro para vacunacion Informacion sobre COVID-19 Tramites Gobierno English

% ® F|Z COMISIONES Y AREAS DELACOFEPRIS E WO ITHELRH Y ~A 71V 7 b
T v YO HEERR T Z O H D COMISION DE AUTORIZACION SANITARIA &\ 9H D
NEIRGOEGREZITHHE L Bbh, BiIZZzod % 15 & GMP REBAEZF T D v
AT NETA RTA L OBMBARDH DN, EEMRIZONTOT — XX Y5720
>77,

t, 9 —-> COMISION DE OPERACION SANITARIA & W9 EE 13 H 0 | [EI S DA E
RE, MEBZEELTNWDHEWNWIET, FEITLOEEFFEDOY XA &R LTH
5o ZOU A NMIBIHGETHBIFRR OAEE L2V O THEDERIZT TE o7, &
BLEFTOFF ORI EFATE N H H LB b, EEEICOWVTOT — & [T
Lo ThoT,

j— 5 .‘/ﬁ Netherlands : Health and Youth Care Inspectorate*
Inspectie Gezondheidszorg en Jeugd (1GJ)

A7 Y 97 LTHTL 27 =794 MCUFO R LA S 5,

Medical Technology Z VA PBAVTH D & NEITEFEEZSRDO L5 TH 5,

Market authorisation, safety notices, report incidents

Medicines
Clinical trials, GLP, GMP, GDP, GVP and report quality defects

About Us
We promote public health, effective enforcement, prevention measures

2 % H @ Medicines B < &
Clinical trials (GCP) Production (GMP) Distribution (GDP) Good Laboratory Practice (GLP)
Pharmacovigilance (Phv) Medicines without marketing authorization News Documents & \»

JEMHTL 2,

Production (GMP) #BA< &

GMP inspections and GMP certificates

Notification of product defects and recalls

Active pharmaceutical ingredients (APIs)

Security features on medicinal products

EVOAHANHTLS D, WIS EBU & U 7 Loy 27 AOFBIT, AEHERC
GMP GEH DRATIRE DT — X 137> T,

Documents & WIHIHEZZ U v 7 FTHLELUTOLEDY A RHBRHTL 5, GLP Ak
BOSCEIIESR 2 Z TR B Y 2 h T, #E., REa, fHit, EoRT—X
ZADOWND 5, BEFRENTWDLET DL D T, 74NV F—% T THRET
5 X975 TNW=DT, GMP ik 1 ETHRE L= E Z A COVID-19 D30T
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https://english.igj.nl/

v 7 BT OEZEOHIFRIZOWTOLED LT, GMP OALEREFIZEET 2 CET
o T,

GLP domestic test facilities

Publication | 30-09-2022

GLP: Non-domestic test facilities
Publication | 30-09-2022

Restrictions in IGJ on-site inspections due to safety risks
During national or international crises, on-site GxP inspections may not be possible for a
number of reasons such as travel ...

Publication | 20-09-2022

Requirements (re)start clinical trials
Report | 25-08-2020

Coronavirus (COVID-19): impact on the conduct of clinical trials under the Medical Research
Involving Human Subjects Act (WMO)
Publication | 25-08-2020

FAQ risk-based pharmacovigilance questionnaire
In order to effectively monitor the compliance of Dutch MAHs’ with the Dutch and EU

legislation, the Inspectorate has developed a ...

Publication | 02-08-2017

—_—a— ‘.‘/\*‘ '7 b F New Zealand . Medicines and Medical Devices Safety
Authority (Medsafe)

FEE 7V w5 T D727 A PORBELUIZLLTO®EY . BfFRH Y Z 9
REHOWNEZTF = v 7 Lizh, GMP BEHEEICET HHFRITA OB R0 o7-,

Medsafe: New Zealand Medicines and Medical Devices Safety Authority
MEDSAFE
New Zealand Medicines and Medical Devices Safety Authority

Medicines
Medicine Information
Approval Process
Regulatory Guidance
Clinical Trials
Classification
Manufacturing
Good Manufacturing Practice
GMP L ¥ = L—3 3 O
Licensed Manufacturing Sites
ROEZEFF AT 22 T BUERT O Y X b, ELEMHERICET 2 HRITEND,
Licensed Packing Sites
A DAL DO ZEFF A 2 22 T BLERT O U X b AL RICET HIEHRE L
GMP Certified Testing Labs
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http://www.medsafe.govt.nz/
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GMP i G F8E Z%T To BB 0 U 2 b AL RICBET D IR L

Devices
Safety

Safety Information

Product Recalls

Safety Communications

Safety Reporting

Reports and Promotions
Compliance

Unapproved Medicines

Product Recalls

Manufacturing ¢ Manufacturing & [F] U,

Marketing

Importing Medicines

Pharmacy Licensing
Publications

Media FEMEAMITHREL E L O~—D

Prescriber Update EHEREFIE T T v 77 — Mi#h

OIAReleases  Official Information Act |23 DWW TAR L72IHF#RDO Y A R T, flix D

THHRPBELE L TV D,
Consultations X7 =1 X DR
Committees

Medicines Classification
Medicines Assessment Advisory
Medicines Adverse Reactions
About Medsafe
Christmas/New Year Closure
Our Role
What's New
Contact Us
Our People
History
COVID-19
Contact Us

VY —Norway : Norwegian Medicines Agency (NOMA)

LAV v THEHTL D27 A bOEERORLE LIZLLFO®@Y . &%
HYVZIREHONEAE T = v 7 L7z, GMP EEEHERICET 2 FMIT A2 674
Mol

The Norwegian Medicines Agency

About us
Our goals and tasks, our departments, contact information, the Norwegian
pharmaceutical system.

Appeal against an administrative decision

Clinical Trials
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https://legemiddelverket.no/english/clinical-trials

Regulation, Compassionate Use, Application, Amendments.

Contact us
Telephone, e-mail addresses, how to visit us, list of Norwegian holidays.

Covid-19: Vaccines and medicines
Emergency preparedness for the healthcare service has been increased in Norway due to
covid-19.

Database - approved and marketed pharmaceuticals

"Legemiddelsgk" displays information about market authorisation, prices,
reimbursement and more. ZKF2 S 4L LT STV DL EK G DT —F _X—2 L) F
7203, VT = —3E LRV,

Import, wholesaling and retailing of medicines
Personal import, dispensing regulation, release of vaccines and blood products,
wholesaling in Norway for the products and facilities covered by the MIA.

Medical devices
Legislation, regulatory information, reporting of serious incidents.

Pharmacovigilance
Pharmacovigilance legislation, new pharmacovigilance database, transfer of case safety
reports.

Public funding and pricing
Maximum price, horizon scanning, single technology assessment (STA), introduction to
the Norwegian health care system.

Regulatory affairs
Fees, templates, submission of applications, notification of market interruption. 3 <>

GMP (ZBH¥ D REakid 720,
Scientific and regulatory advice
The Norwegian Medicines Agency (NoMA) offers advice regarding the development of

human and veterinary medicinal products and medical devices.

Veterinary medicine
Information from the Norwegian Medicines Agency.

Contact

Norwegian Medicines Agency
Tel. +47 22 89 77 00

post@noma.no

News

25.08.2022
Renewal of veterinary medicinal products when the new regulation on veterinary
medicinal products becomes applicable

01.04.2022
Reports of suspected adverse reactions to COVID-19 vaccines as of 29 March 2022
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e 21.03.2022
Reports of suspected adverse reactions to COVID-19 vaccines as of 15 March 2022

e 07.03.2022
Reports of suspected adverse reactions to COVID-19 vaccines as of 1 March 2022

o 24.02.2022
Reports of suspected adverse reactions to COVID-19 vaccines as of 15 February
2022

Vis flere nyheter
Fant du det du lette etter?
JaJa NeiNei

AR —7 K Poland : Chief Pharmaceutical Inspectorate (CpPY)

FREIZV v I THEHTL DY =7 A NOFGEERO L LIZLLTO@EY , Btk
b EHRBEHONEEF =7 LIzh, GMP ARG RICET 2 FRITA S B 72
Mol

o Inspectorate

Management
. Organizational units
. State Pharmaceutical Inspection [E & O\ 7 OEZLM JFOEBNEE U L7128k, &
SHER O IT 2D o T,
o Historical outline
e Supervision Ll T O R ZB3 2 Bl K O 5 OB OB O 7,
Quality of medicinal products E¥ L WE . BIER
Manufacturing and import of medicinal products EEZE & D 83& B U A
Active Pharmaceutical Ingredients [REED & &, A, IRSeEE
Wholesale distribution EEZE D ENERFE %
Advertising of medicinal products EEZE DR
Falsified medicinal products #&3 & WA IEE 5|

.
e Law

e International collaboration
e PIC/S

e Contact

AV ST Portugal . National Authority of Medicines and Health Products, IP
Autoridade Nacional do Medicamento e Produtos de Satide IP (INFARMED IP )

a2 ) w35 HTL A2 274 bOEFERO R LIXLAFO®EY . BEfk
b EHIREBEHONEETF =~ v 7 Lz, GMP BEEERICET 2 ERITE NS 7%
Mol

About Infarmed ¥%5. {581, ERRW . A& v 78, @i, FOHH
Human medicines i 7e KGR, = A A/ —H N BERRER, 77 —~ab v I A, &
HRAL MRS, FHRRZERS . IRIEMALKGRIRE, % OB, Inspections & W9 IHA Y H VD . GMP
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https://legemiddelverket.no/nyheter/reports-of-suspected-adverse-reactions-to-covid-19-vaccines-as-of-1-march-2022
https://legemiddelverket.no/nyheter/reports-of-suspected-adverse-reactions-to-covid-19-vaccines-as-of-1-march-2022
https://legemiddelverket.no/nyheter/reports-of-suspected-adverse-reactions-to-covid-19-vaccines-as-of-15-february-2022
https://legemiddelverket.no/nyheter/reports-of-suspected-adverse-reactions-to-covid-19-vaccines-as-of-15-february-2022
https://legemiddelverket.no/nyheter/reports-of-suspected-adverse-reactions-to-covid-19-vaccines-as-of-15-february-2022
https://legemiddelverket.no/nyheter/reports-of-suspected-adverse-reactions-to-covid-19-vaccines-as-of-15-february-2022
https://archiwum.gif.gov.pl/en
https://archiwum.gif.gov.pl/en/inspectorate
https://archiwum.gif.gov.pl/en/supervision
https://archiwum.gif.gov.pl/en/supervision/quality-of-medicinal-pr
https://archiwum.gif.gov.pl/en/supervision/manufacturing-and-impor
https://archiwum.gif.gov.pl/en/supervision/active-pharmaceutical-i
https://archiwum.gif.gov.pl/en/supervision/wholesale-distribution
https://archiwum.gif.gov.pl/en/supervision/advertising-of-medicina
https://archiwum.gif.gov.pl/en/supervision/falsified-medicinal-pro
https://archiwum.gif.gov.pl/en/law
https://archiwum.gif.gov.pl/en/international-collabora
https://archiwum.gif.gov.pl/en/pics
https://archiwum.gif.gov.pl/en/contact
https://www.infarmed.pt/web/infarmed-en/
https://www.infarmed.pt/web/infarmed-en/about-infarmed
https://www.infarmed.pt/web/infarmed-en/human-medicines

& GLP B350, GMPIZOWTIXEU OHA RTA BB LTNDLDOAT, &
LZHER ORI o T2,

Medical devices

Cosmetics

Privacy policy

Frequently asked questions VA FOIHEE OA T, BEERICETA2ER I 20272,
Medical devices (MD) - FAQ
In vitro diagnostic medical devices(IVDDs) and applicable legislation

Vigilance System of Medical Devices
Regulatory and scientific advice (RSA)

JV— <=7 Romania : National Agency for Medicines and Medical Devices of
Romania(NAMMDR)

FReE 7 Vw735 HTLK BTV A NOEZERORH LIZLLTO@EY | BEfR
HYVZIREHONERA T = v 7 LTz, GMP EEEHERICET 2B MIT A2 674
Moz,

AGENCY
MEDICINES FOR HUMAN USE

> Important notifications — Medicines for human use

> Legislation — Medicines for human use

> Forms and tariffs — Medicines for human use

> Medicinal product authorisation

> Parallel import authorisation

> Health technologies assessment

> Clinical trials

> Last resort treatments

> Pharmacovigilance

> Report an adverse reaction

> Direct healthcare professionals communications

> Submit a medicinal product quality complaint

> Inform on medicinal product shortage

> Medicinal products under additional monitoring

> Pharmaceutical inspection
> Romanian manufacturers — Medicinal products and active substances
PRl S T BT D U A BT, AR BRI, FEi L TV D EB ORI & |
NEITDD D720 AFL o= 0 ORF S TN D,
> NAMMD certified manufacturers in third countries
> Import authorised sites
> Wholesale authorised sites
> Medicinal product control laboratories
> Withdrawn/Recalled medicinal product batches
> NAMMD certified/Qualified Persons
> NAMMD penalised sites
W5y % 2 T T &G D U A b BEEFT DA PR E Wy AT T2 A& bt b
H AT BHEETON SRV G ORPL L 72 > T ik O ZRE ORI FEHD
o,
> EudraGMP

> Advertising
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https://www.infarmed.pt/web/infarmed-en/medical-devices
https://www.infarmed.pt/web/infarmed-en/cosmetics
https://www.infarmed.pt/web/infarmed-en/privacy-policy
https://www.infarmed.pt/web/infarmed-en/frequently-asked-questions
http://www.anm.ro/
http://www.anm.ro/

> Readability W 30, BEHY —7 Ly FOFHENEIT DUV TOHKIES DR
DEOITHD,

> Standard terms

> Intra-Community deliveries notifications

> Drug discontinuity notifications

> Sponsorships — Medicinal products for human use

> Index of medicinal products for human use
MEDICAL DEVICES
INFORMATION FOR THE PUBLIC LA FOIHH 2D T, HEREROERNP G EN D &1
Bbhiau,

Management agenda

Activity reports

Requests for information

Budget and funding source

Balance sheet

Status of payments (budget execution)

Status of wage payment and other rights

Public procurement

Declarations of interest

Financial disclosure statements

The IT&C Security policy
CONTACT

3V H AR —)V Singapore : Health Sciences Authority (HSA)

TxT7 YA NDTFOFIIHDIYA b~y 72707 LTHEERD LD KE
DHEENSH S, KEHE, GMP REZIZEGROH Y Z 9 R IHE OE ST LTI
HEM Uz, RHEE TR, REPRIEMOEOT —Z13b o723, BRI 72 fahEN
ReRmLTELOFRNLT-520ho 7,

Home
Medical devices
Therapeutic products
Regulatory overview of therapeutic products
o  Therapeutic Product Registration
o  Dealer's licensing and certification
= Overview of importer, wholesaler and manufacturer's licences
= Apply for a Therapeutic Product dealer's licence
=  Amend a Therapeutic Product dealer's licence
=  Renew or cancel a licence
=  Good Manufacturing Practice and Good Distribution Practice Standards

O © e e

Z OIEDOYHIZ Good Manufacturing Practice Standard & V> 9 PIC/S @ GMP &
ez H L TV DHEOHB] &, Trending of common deficiencies raised for
GMP inspections conducted & V9 A E2 TOFRFHFHDFLE Z &L OFFHE B}
N5, TNORNFTRFMELESRE | FRROESEH | BRTEREES . %
DRI, LT ~—& o b &R E OfEf s i ~—& v
b EWIORRRE L DT T, BRI RN AEOFLRIT R0 o Tz,
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http://www.hsa.gov.sg/
https://www.hsa.gov.sg/
https://www.hsa.gov.sg/medical-devices
https://www.hsa.gov.sg/therapeutic-products
https://www.hsa.gov.sg/therapeutic-products/overview
https://www.hsa.gov.sg/therapeutic-products/register
https://www.hsa.gov.sg/therapeutic-products/dealers-licence
https://www.hsa.gov.sg/therapeutic-products/dealers-licence/overview
https://www.hsa.gov.sg/therapeutic-products/dealers-licence/apply
https://www.hsa.gov.sg/therapeutic-products/dealers-licence/amend
https://www.hsa.gov.sg/therapeutic-products/dealers-licence/renew-cancel
https://www.hsa.gov.sg/therapeutic-products/dealers-licence/gmp-gdp

o

[ ] e © e o o o (O o

= Certification of local manufacturers, importers and wholesalers
*  Good Manufacturing Practice certificate for local manufacturers
*=  Good Distribution Practice certificate for local dealers
o  Clinical trials of therapeutic products
Health supplements
Traditional medicines
Chinese proprietary medicines
Cosmetic products
Tobacco regulation
Cell, tissue and gene therapy products
o Regulatory overview of cell, tissue or gene therapy products
o Class 1 CTGTP notification
o Class 2 CTGTP Registration
= Good Manufacturing Practice (GMP) conformity assessment of overseas
manufacturers of CTGTP
ZHUTHOWTIRELFERIZOWTORRMIT R -T2,
Dealer's licensing and certification
= Overview of CTGTP importer's, wholesaler's and manufacturer's licences
= Apply for a CTGTP dealer's licence
= Amend a CTGTP dealer's licence
= Renew or cancel a licence
* Good Manufacturing Practice and Good Distribution Practice Standards
il £ DR 1% @ Therapeutic products ® GMP DIEH & [7 U7272%, BEOHMEH
BRI 2o T2,
= Certification of local manufacturers, importers and wholesalers
= Good Manufacturing Practice certificate for local manufacturers
= Good Distribution Practice certificate for local dealers
Bringing personal medications into Singapore
Clinical trials
Controlled drugs and psychotropic substances
Poisons
Homoeopathic medicines
Medicated oils and balms
Topical antiseptics
Advertisements and Promotions of Medicinal Products
International collaboration
International collaboration for therapeutic products
Report adverse events
HSA's Regulatory Information and Consumer Advisories on COVID-19
Blood donation
Lab services
About HSA
GoBusiness Licensing (Tobacco Retailer)
PRISM HIFEIRD 2 ¥EH A T4 L TIT I VAT b
Careers
Terms of Use
Contact us
Privacy Statement
Illegal Health Products Found in Singapore
Educational materials for healthcare professionals
HSA CEO's messages on facilitating development and access to COVID-19 related
therapeutic products and medical devices
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https://www.hsa.gov.sg/therapeutic-products/dealers-licence/certificates
https://www.hsa.gov.sg/therapeutic-products/dealers-licence/certificates/gmp-certificate
https://www.hsa.gov.sg/therapeutic-products/dealers-licence/certificates/gdp-certificate
https://www.hsa.gov.sg/therapeutic-products/clinical-trials
https://www.hsa.gov.sg/health-supplements
https://www.hsa.gov.sg/traditional-medicines
https://www.hsa.gov.sg/chinese-proprietary-medicines
https://www.hsa.gov.sg/cosmetic-products
https://www.hsa.gov.sg/tobacco-regulation
https://www.hsa.gov.sg/ctgtp
https://www.hsa.gov.sg/ctgtp/regulatory-overview
https://www.hsa.gov.sg/ctgtp/class1-notification
https://www.hsa.gov.sg/ctgtp/registration
https://www.hsa.gov.sg/ctgtp/registration/gmp-comformity-assessment
https://www.hsa.gov.sg/ctgtp/registration/gmp-comformity-assessment
https://www.hsa.gov.sg/ctgtp/dealers-licence
https://www.hsa.gov.sg/ctgtp/dealers-licence/overview
https://www.hsa.gov.sg/ctgtp/dealers-licence/apply-licence
https://www.hsa.gov.sg/ctgtp/dealers-licence/amend-licence
https://www.hsa.gov.sg/ctgtp/dealers-licence/renew-cancel-licence
https://www.hsa.gov.sg/ctgtp/dealers-licence/gmp-gdp-standards
https://www.hsa.gov.sg/ctgtp/dealers-licence/certification
https://www.hsa.gov.sg/ctgtp/dealers-licence/certification/gmp-certification
https://www.hsa.gov.sg/ctgtp/dealers-licence/certification/gdp-certification
https://www.hsa.gov.sg/personal-medication
https://www.hsa.gov.sg/clinical-trials
https://www.hsa.gov.sg/controlled-drugs-psychotropic-substances
https://www.hsa.gov.sg/poisons
https://www.hsa.gov.sg/homeopathic-medicines
https://www.hsa.gov.sg/medicated-oils-and-balms
https://www.hsa.gov.sg/topical-antiseptics
https://www.hsa.gov.sg/advertisements-and-promotions-of-medicinal-products
https://www.hsa.gov.sg/international-collaboration
https://www.hsa.gov.sg/international-collaboration/therapeutic-products
https://www.hsa.gov.sg/adverse-events
https://www.hsa.gov.sg/covid-19-information-and-advisories
https://www.hsa.gov.sg/blood-donation
https://www.hsa.gov.sg/lab-services
https://www.hsa.gov.sg/about-us
https://www.hsa.gov.sg/GoBusiness-licensing
https://www.hsa.gov.sg/prism-redirect
https://www.hsa.gov.sg/careers
https://www.hsa.gov.sg/terms-of-use
https://www.hsa.gov.sg/contact-us
https://www.hsa.gov.sg/privacy-statement
https://www.hsa.gov.sg/illegal-health-products-found-in-singapore
https://www.hsa.gov.sg/educational-materials-for-HCP
https://www.hsa.gov.sg/CEO-messages-COVID-19
https://www.hsa.gov.sg/CEO-messages-COVID-19

COVID-19 Vaccine Development and HSA's Pandemic Special Access Route
Safety updates on COVID-19 vaccines

Tips for a Pleasant Donation Experience

Feedback

HSA's Twitter Policy

Pandemic Special Access Route

A B 3NFHT Slovak Republic : State Institute for Drug Control (SIDC)

PA b~y TOEEREHZ L TICR LN, BEECHEZICEIENA Y £ 5 RIEB
F oy LTHEEMBERIZOWTOREHIIMR T o7,

About SIDC
ZOPIZT =27 VLR — FOERH Y HOEEDHDERVTARD & BIHEE
THEOHYRITI T 22037278, SEKCIA INSPEKCIE & WO IHMNH Y | #EHT —
ARHDHDT, BEFBEROMTLHD X D720, HERIZTTE otz

Registration of Medicinal Product
HEEEAROHIE, AT AOFADIHEE

Laboratory Control ARJFRERFEES (OMCL) D3R O#A,

Inspection A ZHH Y IRE OMMRSCELNE OB T, WEEZFDOY XA FEWVWHIAY
EudraGMDP ZZ M L CTWADH T, U A MIhot-, BEMREIZOWTCORHIL
Mo T,

e Scope of activities
e Instructions
o List of inspectors
e Drug manufacture
o List of drug manufacturers EudraGMDP Z &M L TV 5,

e Pharmacy
o Online dispensing

o List of pharmacies
o List of online retailers
e Distribution
o List of issued certificates of compliance with the principles of GDP
e Transfusiology
o List of issued certificates of good preparation practice for blood products
o Post-authorisation quality control A3EDIFMH, BILIEHR, HASHHT - 5 HEFH
HOHT, ALRIZHETLEHRIT o7
Information on counterfeit medicines
Recall of medicinal products
Recall of AMBROBENE from the market
Export of medicinal products
= List of medicinal products for which they were issued Decisions not to

O O O O

allow the export from Slovak Republic
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https://www.hsa.gov.sg/covid19-vaccinedevelopment
https://www.hsa.gov.sg/COVID19-vaccines-safety-updates
https://www.hsa.gov.sg/pleasant_donation
https://www.hsa.gov.sg/feedback
https://www.hsa.gov.sg/twitter
https://www.hsa.gov.sg/hsa-psar
https://www.sukl.sk/hlavna-stranka/english-version?page_id=256
https://www.sukl.sk/hlavna-stranka-1/english-version/about-sidc?page_id=259
https://www.sukl.sk/hlavna-stranka-1/english-version/registration-of-medicinal-product?page_id=873
https://www.sukl.sk/hlavna-stranka-1/english-version/laboratory-control?page_id=879
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection?page_id=874
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/scope-of-activities?page_id=4018
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/instructions?page_id=3961
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/instructions/list-of-inspectors?page_id=4007
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/drug-manufacture?page_id=3995
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/drug-manufacture/list-of-drug-manufacturers?page_id=3999
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/pharmacy?page_id=3996
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/pharmacy/online-retail?page_id=4749
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/pharmacy/list-of-pharmacies?page_id=4010
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/pharmacy/list-of-online-retailers?page_id=4035
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/distribution?page_id=4001
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/distribution/list-of-issued-certificates-of-compliance-with-the-principles-of-gdp?page_id=4002
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/transfusiology?page_id=3997
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/transfusiology/list-of-issued-certificates-of-good-preparation-practice-for-blood-products?page_id=4003
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control?page_id=3998
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/information-on-counterfeit-medicines?page_id=4759
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/special-announcements?page_id=4758
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/recall-of-ambrobene-from-the-market?page_id=4851
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/export-of-medicinal-products?page_id=4004
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/export-of-medicinal-products/list-of-medicinal-products-for-which-they-were-issued-decisions-not-to-allow-the-export-from-slovak-republic?page_id=4006
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/export-of-medicinal-products/list-of-medicinal-products-for-which-they-were-issued-decisions-not-to-allow-the-export-from-slovak-republic?page_id=4006

o Introducing, suspensions and cancellations of supplies of medicinal products in
Slovak Republic
= Suspensions and cancellations of supplies of medicinal products in
Slovak Republic, updated on December 2016

Drug Precursors

Scope of activities
Legislation on Drug Precursors

Pharmacovigilance

Clinical Trials

Pharmacopoeia

Medical Devices

Media

News
Databases and Services

Database of Medicinal Products S5 {FHRDO U 2 K,
o Database of Medical devices
o Database of Medicinal Products
o Searching on the web

Contact Form

AVl X=7 Slovenia : Agency for Medicinal Products and Medical Devices

Javna agencija Republike Slovenije za zdravila in medicinske pripomocke (JAZMP)

V=7 A FOBHICHDLRAHL L, B NHOEEKMLEEBELZOEOP R LEZLLTFIZ
KT, BBV EHIRERHET = v 7 L=, BAEERIZOWTORHEHKITA DS
R Tz,

o ABOUT US
« HUMAN MEDICINES

o

o

o

DESCRIPTION
DATA ON MEDICINAL PRODUCTS
YnfEROT —H X— 2R,
REGULATORY INFORMATION
IRFEARGR, AR BED VAT L0, BESCELZICET I HBEITRY -
Sremoiz,
BIOLOGICAL MEDICINAL PRODUCTS
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https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/introducing-suspensions-and-cancellations-of-supplies-of-medicinal-products-in-slovak-republic?page_id=4005
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/introducing-suspensions-and-cancellations-of-supplies-of-medicinal-products-in-slovak-republic?page_id=4005
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/introducing-suspensions-and-cancellations-of-supplies-of-medicinal-products-in-slovak-republic/suspensions-and-cancellations-of-supplies-of-medicinal-products-in-slovak-republ?page_id=4008
https://www.sukl.sk/hlavna-stranka-1/english-version/inspection/post-authorisation-quality-control/introducing-suspensions-and-cancellations-of-supplies-of-medicinal-products-in-slovak-republic/suspensions-and-cancellations-of-supplies-of-medicinal-products-in-slovak-republ?page_id=4008
https://www.sukl.sk/hlavna-stranka-1/english-version/drug-precursors?page_id=878
https://www.sukl.sk/hlavna-stranka-1/english-version/drug-precursors/scope-of-activities?page_id=4019
https://www.sukl.sk/hlavna-stranka-1/english-version/drug-precursors/legislation-on-drug-precursors?page_id=3962
https://www.sukl.sk/hlavna-stranka-1/english-version/pharmacovigilance?page_id=875
https://www.sukl.sk/hlavna-stranka-1/english-version/clinical-trials?page_id=876
https://www.sukl.sk/hlavna-stranka-1/english-version/pharmacopoeia?page_id=3952
https://www.sukl.sk/hlavna-stranka-1/english-version/medical-devices?page_id=877
https://www.sukl.sk/hlavna-stranka-1/english-version/media?page_id=881
https://www.sukl.sk/hlavna-stranka-1/english-version/media/news?page_id=1014
https://www.sukl.sk/hlavna-stranka-1/english-version/databases-and-services?page_id=397
https://www.sukl.sk/hlavna-stranka-1/english-version/databases-and-services/database-of-medicinal-products?page_id=403
https://www.sukl.sk/hlavna-stranka-1/english-version/databases-and-services/database-of-medicinal-products/database-of-medical-devices?page_id=5223
https://www.sukl.sk/hlavna-stranka-1/english-version/databases-and-services/database-of-medicinal-products/database-of-medicinal-products?page_id=410
https://www.sukl.sk/hlavna-stranka-1/english-version/databases-and-services/database-of-medicinal-products/searching-on-the-web?page_id=411
https://www.sukl.sk/hlavna-stranka-1/english-version/databases-and-services/contact-form?page_id=412
https://www.jazmp.si/en/
https://www.jazmp.si/en/
https://www.jazmp.si/en/about-us/
https://www.jazmp.si/en/human-medicines/

o

ILLICIT DRUGS

PHARMACOVIGILANCE

CLINICAL TRIALS AND COMPASSIONATE USE

PRICING OF MEDICINAL PRODUCTS

FEES

CORPORATE DONATIONS OF MEDICINAL PRODUCTS

FORMS

HTA

PRODUCT CLASSIFICATION

o« VETERINARY MEDICINES

« MEDICAL DEVICES

« BLOOD, TISSUES AND CELLS
e REGULATION OF ACTIVITIES
e INSPECTION

o

QUALITY DEFECTS AND RECALL OF MEDICINAL PRODUCTS

MANUFACTURING, MARKETING, AND BROKERAGE OF MEDICINAL
PRODUCTS AND ACTIVE INGREDIENTS

ERICWE > TEEZITHI E V0o iit oAk, BZEICET 2RI RS 725720
27,

SUPPLY OF BLOOD, HUMAN TISSUES AND CELLS AND HOSPITAL
EXEMPTIONS

MARKET SURVEILLANCE AND REPORTS OF VIOLATIONS >

SUPERVISION ON THE IMPLEMENTATION OF THE ACT ON
MEDICAL DEVICES

CLINICAL TRIALS OF MEDICINAL PRODUCTS FOR HUMAN USE >

PHARMACOVIGILANCE OF HUMAN AND VETERINARY MEDICINAL
PRODUCTS >

%7 7 U 1 South Africa : South African Health Products Regulatory

Authority (SAHPRA)
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https://www.jazmp.si/en/veterinary-medicines/
https://www.jazmp.si/en/medical-devices/
https://www.jazmp.si/en/blood-tissues-and-cells/
https://www.jazmp.si/en/regulation-of-activities/
https://www.jazmp.si/en/inspection/
https://www.sahpra.org.za/
https://www.sahpra.org.za/
https://www.sahpra.org.za/

E-Library
E-Library Home EHEDIHH LIt DOD Y X K,
Forms
Guidelines
Communication To Industry
Industry
Product Registration Process
Inspectorate, Pharma Licencing And Compliance
BERITEEST DES, A RTA4 F0@A & ) 2~ 5E - fal A2, ]
WRIEFEDFF Al Fioi & | BEAEEE OEBNE, B L7c@mED Y X R
boTeM, BERERICOWTOREIT AL Do T,
Clinical Trials
Radiation Control
Safety
Safety Information And Updates
Health Products Vigilance
Report Side Effects
Covid-19 Adverse Events Report
Updates
Published Guidelines Notice Board
Documents For Comments
Tenders
Vacancies
Databases And Registers
Active Pharma Licenced Establishments
FFA 2 2 TR REFT D U X M2, BUOEFTOWNEE LFFRT A & FF AT IR,

Medical devices licences issued
PI & PIL Repository
Registered health products

BAIBLEFT O U A b, JFHE L [FER,

Registered veterinary products

ANRA Spain . Spanish Agency of Medicines and Medical Devices*
Agencia Espariola de Medicamentos y Productos Sanitarios (AEMPS)

oW A FEBL LEFERAH LN, RHLORT, TORMLEZ ) v 25 &
ANRA VFEIIR o TG, A7 YT by PO HBFER CTRZRY TITESSE
BIZOWTHOT—Z (TN L H ThoTz,

AEMPS
Medicines for Human Use
CIMA:AEMPS Medicines for Human Use Online Information Center
TV 7D ERRAFEEN, AR INERES, AR, ®nER, ZEoY
ARDEITHD,
Medicines for Human Use 7 U v 7 § 2 & A4 VEBIZR D . NEITDNL R -
2o HEWEERCIZH#SE WD Z &,
Pharmacovigilance for Medicines for Human Use
Therapeutic Positioning Reports
Clinical research with medicines for human use
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https://www.aemps.gob.es/?lang=en

Spanish Regisrty of Clinical Studies with Medicines for Human Use (REec)
Support for innovation and knowledge on medicines Office
Medicines Use Observatory
Referrals of the European Union
Medicine Supply Problems
Access to Medicines in Special Situations
Non substituted medicines
Vaccines
Advanced Therapies
Narcotics and Psychotropics
Ilegal Medicines
Medicines for Human Use Regulation
Homeopathics
Veterinary Medicines
Healthcare Professionals
Cosmetic and Personal Care Products
Press
AEMPS Information notes
Alerts
Security Notes
AEMPS Publications
Informative leaflets
Scientific Articles
Circulars
AEMPS bulletins
Press area
Pharmaceutical industry
Pharmaceutical Labs Registry
Medicines Registry
Inspection and Control
BLEHERFA], GMP VA FTA 2 HBOVAT L FOPRAD LD TH S,
BERHRIZONTOT = THNL S TH D,
Active Ingredients: manufacturing, import and delivery
JEFEDHFNZ SV TORMAD L S TH D, BEERMRICHOVTOT —Z TN K
ITHD,
Labeling and Leaflets
Safety features of Medicines for Human Use
Human Pharmacovigilance: Pharmaceutical Industry
European Union Referrals
Fees
Industry and Delivery Regulation
Pharmaceutical delivery
Foreign trade

AT = —F / Sweden : Swedish Medical Products Agency (MPA)

VT HA MDA EOMenu B2 Uy 735 L TORRRHLAEHTS 5, —&F L
@ Permission, approval and control @ X ¢> Manufacturing authorization @ 1 D
Manufacturing of medicinal products DIE|Z[EH L DOAGRIIEE L THEEITH LW )
i B 7278238 VU | Control MDIAMD H1 ¢ Manufacturing of medicinal products &\ ) IH
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Permission, approval and control
e Advisory

e Clinical trials

e Manufacturing authorisation

0] IManufacturing of medicinal groductg

0] ICertiﬁcates for the manufacture of active substanceg
0] IInvesti%ational medicinal Eroductg

0] IIndegendent control laboratorieg

0] IHandlin% of tissues and cellsl

e} IBiological medicinal Eroductsl

e  Marketing authorisation
e After the approval
e Control

© IManufacturing of medicinal Broducti
° IPhannacovigilance szstemsl

© Clinical trial

° IHandlin% of tissues and cellsl

[ ]
Trading pharmaceuticals
e Pharmacy
e Retail sale of OTC medicines
e Distance and online sales
e  Wholesale trade
e Export certificate
e List of online retailers
Treatment and prescription
e Prescription
e Substitutable drugs
e Buy, use and handle medicines
E-services and forms
e Forms
e Reporting adverse reactions, events and incidents
e Medicinal shortages
Medical devices
Medicinal products for animals
Cosmetics
Tattoo inks
Narcotic drugs
Laws and regulations
e Codes of Statues
e Swedish Code of Statutes (SES)
About the Swedish Medical Products Agency
e Contact us
e Press office
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A A R Switzerland : Swiss Agency for Therapeutic Products (Swissmedic)

ZOVA FERS E V2T A O RIZUTFORBLAHTL %,
Main Navigation
Latest News
Human medicines
Veterinary medicines
Complementary & herbal medicines
Medical devices
Services & lists
About us
Visible

Z O Human medicines 7 V v 7425 L LLFOHEANHTL %,

Clinical trials

Submission of applications

Clinical trials on medicinal products

Temporary authorisation to use medicinal products in accordance with Article 9b para. 1 TPA

Fees

Licensing

Authorisations [EHE M EOEZEFFAIIRFFE DO U A b (KPR, (LA, FFAlET. BZH.
WA - NEA., ZOBEENH DT BILDFK), BEIV AT LMIETLCE, #
E+ A F7A4 8, GMP/GDP FEB D & 27 I

Special authorisation

Microbiological Laboratories

Authorisations

Information

New authorisations

Real World Evidence (RWE)

SwissSPAR /X7 U w7 72 A X v F LR — b (EIES OB EHM)

Public Summary SwissPAR

Human Medicines Expert Committee (HMEC)

Expert Commission for Radiopharmaceuticals (ECRP)

Roundtable Regulatory Affairs R FE & 4 RAI E OBE RO L AT LD L H Tho
7o

Publication platform EMRERRECEE AT ORGMIEHRDO L 5 TH -T2,

Special categories

Authorised narcotics

Blood and blood components

Medicines for children

Advanced Therapy Medicinal Products

Controlled substances according to Art. 21 TPA

Questions on delimitation

Market surveillance

Pharmacovigilance

Topics

Risk Management (Signalmanagement, PSURs, RMPs/RMP summaries)

Healthcare Professional Communications

Haemovigilance

Quality defects and batch recalls

Out-of-Stock
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Illegal drug imports
Adpvertising of medicinal products

Services & lists &9 FLH L O D eGov services & V9 IHDHZ GMP/GDP &9

HEHHM & 257, GMP/GDP (2 ¥ 2R ES 2B -T2 v A7 AT 5
AT, EEEROBEHZME T DL 5 R b OIFRAT bR oT,

& A Thailand : Food and Drug Administration (Thai FDA)

PIC/S @ Member ODFIZH TS EFLE 7 U v 7 LTHN—VIZT 7 BEATE 2
Lo T, PRV, v~ 272 Y7 hx vy YT Thai FDA THHET 5 &
https://www.fda.moph.go.th/ 23 i T 5D TENE 27 Vv 7§ %L Thai FDA O =
T A FOIEGFERMAHTL D,
ZOBEIZUTORHBLAH TS 2O THE A LONEZ H5 & 1 _X— THENR
WINTWDDRThoTz, EINOLEIZHEMARERZZLOND L5 ITiEh> T
ol

Executives

Vision & Mission

Roles and Responsibilities

Historical Background

Organization Structure

Activities

T2 A NOFOFICTFOEREHORZ L BNHLHD., Zzar ) v 7 LTHA
—CEBIT N Yo TUVV

Narcotic

Hazardous Medical
Substance Device

= Turkey : Turkish Medicines and Medical Devices Agency (TMMDA)
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FRRE7 V7 LTHTLK D2 =7 %A FOFEEROIHICUL TORE LA H 2,
HOME

CORPORATE

LEGISLATION

MEDIA

ACTIVITIES

CONTACT

ACTIVITIES #2727 U v 7345 EUTOHENH TS LAZOTINGDHBEAZ 7Y v
THEHMFBEORBLNHTETLEY, A7 Y7 b=y O HEERR G (EH)
L7Z2WDOTHEEMD Z ENTEX ot

MEDICINES

MEDICAL DEVICES

COSMETICS

LABORATORY

INSPECTION

BIOCIDAL

HOMEOPATHY

]7 7 ? /( ')‘ Ukraine . State Service of Ukraine on Medicines and

Drugs Control (SMDC)

ZOVA bl LERICLUUTORH LRSS
BIEAE Y £ 9 7R E 2BV THIZR, BEEMROERITA LT 507,

SMDC {EAT-CHEAG A D RN
Services
E-services
Administrative services
Legal framework
Orders
Information cards
Technological cards
Standards for Administrative services
Free Administrative services
Templates and sample documents
Activity
Quality system
International cooperation
Tenders
Outcomes
Lustration
FAQ
Inspectorate GMP fEZIE L GD PELEENE I WV ERFEEZToTWNDHNENI K 2
I EOMHARHRHA L AEREDOY A K
Regulations
For the public
Press Center
Medicines quality control
General Information
Templates and sample documents
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Authorized laboratories
Recovery and destruction
Claim/defects notice/suspicion of medicines falsification
Controlled substances
Wholesale and retail trade
State surveillance (control)
General information £ DU A |,
Plans of inspection BT & AEEHD Zx,
Forms of documents
Manufacture of medicines
General information [EXEMm UGS WAZE, WFeEDOFF B 208 & B#E T %
EBOY A K
Templates and sample documents LL T F A Q F TOMH B IEBHW T HIED 7,
Bank details
Licensing of manufacturing of medicines
Decisions on issuing/withdrawal of licenses for the manufacture and import of medicines
Certification of manufacture of medicines
Certification of medicines for international trade
FAQ ZEFFPIZRET 2 BRI ESE,
Market surveillance  EFHERR. EIKMIRTEOHIHNCEI T 2 25 OB & BES 514
HEDY A b,
State registers PRV T BRI T,
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NTEM 2-1-3

Warning Letter &2 X Close—Out Letter {22\ T

About Warning and Close-Out Letters
General FDA Warning Letter (Warning Letter)

When FDA finds that a manufacturer has significantly violated FDA regulations, FDA notifies
the manufacturer. This notification is often in the form of a Warning Letter. The Warning Letter
identifies the violation, such as poor manufacturing practices, problems with claims for what a
product can do, or incorrect directions for use. The letter also makes clear that the company
must correct the problem and provides directions and a timeframe for the company to inform
FDA of its plans for correction. FDA then checks to ensure that the company’s corrections are
adequate. Matters described in FDA warning letters may have been subject to subsequent
interaction between FDA and the recipient of the letter that may have changed the regulatory
status of the issues discussed in the letter.

RLESER S FDA OIERHNZAMIGER L TW A EEZH A LI24A . FDA X OGS 12E
HT 5, ZoEIX Warning Letter O % & 5556705 LIZLIEH 5, Warning Letter (%, 455
BEEY . S ORI A A, Bo i, B0ERICHOWTERT 5, Warning
Letter 1X, ZDRIBEIZOWTHRENRZIE LR TIUIROLR2WELZIAMIZ L, BFEEIEGEZ
FDA [T 2 %4 OfRFH L 2 R T, £ O1%, FDAIXEEORIENEY THDL Z L%
WRTH-ODOF = v 7 %479, FDA @ Warning Letter [Z50#i & /-9 HX, FDA & Warning
Letter 2521 72 4B3E & D DOZ D% OV B v 120t U T Warning Letter [ZFC#E S A7 fEA O
Bl EORNPED D,  (ATBULG &2 O, ERPHE SN LS D Db, %)

View general FDA warning letters

Tobacco Retail Warning Letters 721X Z /N3 1%} 3 5 Warning Letter

Compliance check inspections of tobacco retailers occur periodically, and are conducted to
determine a retail establishment’s compliance with the Federal Food, Drug, and Cosmetic Act,
as amended by the Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act)
and its regulations in effect, such as the Regulations Restricting the Sale and Distribution of
Cigarettes and Smokeless Tobacco to Protect Children and Adolescents, found at Title 21 of the
Code of Federal Regulations, Part 1140 (21 C.F.R. Part 1140). Tobacco products covered in
compliance check inspections of tobacco retailers include cigarettes and smokeless tobacco.
All other Warning Letters issued by CTP for violations of the Federal Food, Drug, and Cosmetic
Act, as amended by the Tobacco Control Act and its applicable regulations, can be found at
FDA’s main Warning Letter page at the Inspections, Compliance, Enforcement, and Criminal
Investigations - Warning Letters page. FR%& &

View tobacco retailer warning letters

Drug Marketing and Advertising Warning Letters (and Untitled Letters to
Pharmaceutical Companies)

= 3K R B VA IS4 % Warning Letter (R OVEZR 2 i2x4 % Untitled
Letters) NEE W

These letters, sorted by month, only cover Division of Drug Marketing and Communications and
Drug Warning Letters. Some of the letters have been redacted or edited to remove confidential
information. "Cyber" letters are sent electronically via the Internet to web sites that offer to sell
online prescription drugs that may be illegal. The letters warn these web site operators that they
may be engaged in illegal activities and informs them of the laws that govern prescription drug

sales. FIFRE I
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View drug marketing and advertising Warning Letters

Warning Letter Close-Out Letter Program (applies to letters issued on or after Sept.
1, 2009) Warning Letter (23 % Close-Out Letter

FDA may issue a Warning Letter close-out letter ("close-out letter") once the Agency has
completed an evaluation of corrective actions undertaken by a firm in response to a Warning
Letter. A close-out letter may issue when, based on FDA’s evaluation, the firm has taken
corrective action to address the violations contained in the Warning Letter. This procedure
applies to Warning Letters issued on or after September 1, 2009.

A close-out letter will not be issued based on representations that some action will or has
been taken. The corrective actions must actually have been made and verified by FDA. Usually,
the standard for verifying that corrections have been implemented will be a follow-up inspection.
If the Warning Letter contains violations that by their nature are not correctable, then no close-
out letter will issue. Future FDA inspections and regulatory activities may further assess the
adequacy and sustainability of these corrections. Should violations be observed during a
subsequent inspection or through other means, enforcement action may be taken without further
notice. The FDA office that issued the Warning Letter will issue the close-out letter, and that
office may be contacted for information on a particular Warning Letter.

Any questions about close-out letter process in general can be addressed to the Division of
Compliance Policy at WLCloseOutProcess@fda.hhs.gov.

Warning Letter {25}t U CAREZEIZ K - THU O - BGEH E ORI 2 FDA N5E T L7z72 B,
FDA % Warning Letter close-out letter (close-out letter) = 33 2855 723% %, Close-out letter
I%. 123D Warning Letter [ZF0# S AL TV 2D E RIS KGR LSBT E 4 & -7 & FDA 233Ff L
B SN GANH D, ZOTFNEIL 2009 4 9 A 1 HLARRIZRH 7= Warning Letter
ZEHA SN D,

Close-Out Letter i3fif 57207 7 > a VAR GL D, Wb RAS NI BITRHI
220, JEIEFEIIERRICHEM S, FDAIZ X W BGES NRITIUT R B2V, 8, R IERE R
Fhi SN FEORGEL 7 + v —7 v 7HEZIC LD DOPFEENTH 2,

Warning Letter (299" % FJIHI% Regulatory Procedures Manual @+ @ Chapter 4 @
ADVISORY ACTIONS W H IHIZH Y . LA NICEIEMICESHET 55557 Warning Letter D E#%
BT AE OB L ET,

4-1 WARNING LETTERS
4-1-1. Warning Letter Procedures

When it is consistent with the public protection responsibilities of the agency and depending
on the nature of the violation, it is the Food and Drug Administration’s (FDA's) practice to give
individuals and firms an opportunity to take voluntary and prompt corrective action before it
initiates an enforcement action. Warning Letters are issued to achieve voluntary compliance and
to establish prior notice. (Prior notice is discussed in Chapter 10 - Other Procedures.) The use of
Warning Letters and prior notice are based on the expectation that most individuals and firms
will voluntarily comply with the law.

FDA ODRNRBEZSF D BB I > TR Y | EXOFFEICIS U T, RfIHTE A B i3 2 Bl (@
AR OB A B Ciul 7 B EH E A2 FE e 2% 5 2 5508 FDA DT Th 5,
Warning Letter |3 B =AY G 2 28T 2 2%, R OFEFNES ZPEICT 5720 (FEnads I
Chapter 10 ®Z OO FINADOETH U H415), Warning Letter & OV aiE S 2 AW 5 31%, K
ZEOENKOEZEITH ERITIERICED WO FEZHIRL TCOFETH D,

The agency position is that Warning Letters are issued only for violations of regulatory
significance. Significant violations are those violations that may lead to enforcement action if not
promptly and adequately corrected. A Warning Letter is the agency's principal means of
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achieving prompt voluntary compliance with the Federal Food, Drug, and Cosmetic Act (the
Act).

FDA O i330%, Warning letter 138 EERERICE L TORBHEIND VW) HETH
%o ERIER E1X, I Homulc s S iy \iﬂ/\&i%ﬁ%ﬂ%% LR DRRINER Th D,
Warning letter |Z, FDC Act ~O iUl CH EM RS % KT 5729 D FDA O FEE/L FETH
%

The Warning Letter was developed to correct violations of the statutes or regulations.

Also available to the agency are enforcement strategies which are based on the particular
set of circumstances at hand and may include sequential or concurrent FDA enforcement
actions such as recall, seizure, injunction, administrative detention, civil money penalties
and/or prosecution to achieve correction. Despite the significance of the violations, there are
some circumstances that may preclude the agency from taking any further enforcement action
following the issuance of a Warning Letter. For example, the violation may be serious enough
to warrant a Warning Letter and subsequent seizure; however, if the seizable quantity fails to
meet the agency's threshold value for seizures, the agency may choose not to pursue a
seizure. In this instance, the Warning Letter would document prior warning if adequate
corrections are not made and if enforcement action is warranted at a later time.

Warning letter i %, 7S ETHRHLERX 2 & 1ET 5 72O Sz, [FIERIC FDA Mz 5
HOUE, FER RO A E DRI DS FEITHRES & . BN, 2L X, ZLIED, {TEH
e, MOV XITREZERTDH-ODOEFLEEHTHS D, EXOEBERIICTHH LT,
Warning letter O3 H 2\ T 72 2 50GIHFE 2 LD = & BRI D L ORMB H 5, Bz

C . JECAS Warning Letter D38 T Hi\ N 7275 L/#ﬁé ZIWZRDERITHDLN, ELHIZLHX
X8 FDA OZE LM I 2 ORFUEIZH = 7o WiGaiE, 2L 22375 2 L 2L
ThHA A9, ZDOHA. Warning Letter |, f@@JiiEE#ﬁﬁOh?\ HIRRREHEE 21T O 1R &
RAOGEIL, FATOEELTET L2 LI D,

Responsible officials in positions of authority in regulated firms have a legal duty to
implement whatever measures are necessary to ensure that their products, practices,
processes, or other activities comply with the law. Under the law such individuals are presumed
to be fully aware of their responsibilities. Consequently, responsible individuals should not
assume that they would receive a Warning Letter, or other prior notice, before FDA initiates
enforcement action.

HH 252 430 E’W\T%I?E’Eﬁﬁ“é BRI, oo, 5, TR, Z0MoigH)
DEREZBSF L TV D EERGET 2 72 DI B i 72 5 R b R 2IENES N H 5, 1k
O T TIE, 20X 9 @A, 452%0)%?%%3‘6’\ LTV Db oL ReShd, o
T, EfTA 1L, FDA Mol E & BliA 3 % milc Warning Letter 80\ M 3% OO Fai@E S 251
HHDOER I RETEHY, (BERLICAGZEZIT)F LD LT RE,)

FDA is under no legal obligation to warn individuals or firms that they or their products are in
violation of the law before taking enforcement action, except in a few specifically defined areas.
When acting under the authority of Subchapter C - Electronic Product Radiation Control
(formerly the Radiation Control for Health and Safety Act of 1968) of Chapter V of the Act, FDA
is required by law to provide a written notification to manufacturers when the agency discovers
products that fail to comply with a performance standard or that contain a radiation safety
defect. Because of the legal requirements of Subchapter C, minor variations in the procedures
may occur.

DIOFHINIHE ST 3B 2 RV T EABOO IS LT b 0B 3 EAEIC
TWHHEE, sEfIHE 2 B 5 AN 9 1L 5 X, FDC Act @ Chapter V @
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1.

Subchapter C - Electronic Product Radiation Control (LL#ij? Radiation Control for Health and
Safety Act @ 1968 F-R)IZHLE IV TV D HERR CTHEB 217 2 A FDA 138 DS BE P RE D 3
WA LRV, BB~ ORRMEIC R 2R LG8 TSR I Em COEE 17 9
ZEMRO BTV, Subchapter C DIERERFHIZE Y | FIHOBEMEENETHTHA
Do

A Warning Letter is informal and advisory. It communicates the agency's position on a matter,
but it does not commit FDA to taking enforcement action. For these reasons, FDA does not
consider Warning Letters to be final agency action on which it can be sued.

Warning Letter [Z3EAXTH Y | BI5 TH D, TiuL, SHHHITXT 5H FDA O EH 5
HLHDTHLH, FDARRHTEAIS Z L2 a2y M2 O TiEARV, ZOKREHIC
& V. FDA Z Warning Letter ZHt ¥ 15§ 2 & OFFE & 135 2 TV,

There are instances when issuing a Warning Letter is not appropriate, and, as previously
stated, a Warning Letter is not a prerequisite to taking enforcement action. Examples of
situations where the agency will take enforcement action without necessarily issuing a Warning
Letter include:

Warning Letter 23 3 2 08U TRWEENRH S, £ L THDAR L7Z X 912, Warning
Letter [X58HHEE 2 LD 72 DI AR R £V 9 O Tix7Zevy, FDA 2323 L % Warning Letter %
FEHLTHLREHEEZINDS L OTIEHR2NWE W) FHoMliX, LLTFE2ET

. The violation reflects a history of repeated or continual conduct of a similar or substantially

similar nature during which time the individual and/or firm has been notified of a similar or
substantially similar violation;

A, FRREO X EE I R B R DV TR B TR 3N @S 252 1 T B &
b0, LB TR L 72T 2

. The violation is intentional or flagrant;

ERPERHSEWTIEICHOEL LD THD

The violation presents a reasonable possibility of injury or death;

ENDS, FEESRWIZFETITHE S o mTaetn H %

The violations, under Title 18 U.S.C. 1001, are intentional and willful acts that once having
occurred cannot be retracted. Also, such a felony violation does not require prior notice.
Therefore, Title 18 U.S.C. 1001 violations are not suitable for inclusion in Warning Letters; and,
Title 18 U.S.C. 1001,IZ%f 9" %1 (FDA ~DJ@ i i THRBDIF R ZEH L TWhWeghan L 5 T
) BMETENBTH Y, BAELLGEIIME iHL) TE&hwgd, 1o T, Title 18
U.S.C. 1001, 1% Warning Letter (25 % Z & 288 TidZa v,

When adequate notice has been given by other means and the violations have not been
corrected, or are continuing.

O 2@ E MO FERTEMISNTEY | EXDEIESIVTORWDEN IR L TV 55
Bo

See Chapter 10 - Other Procedures, Prior Notice, for other methods of establishing prior notice.
Chapter 10 @ Other Procedures, @, HHHES 21T O MO HFIEOIRH 22 M,

In certain situations, the agency may also take other actions as an alternative to, or concurrently
with, the issuance of a Warning Letter. For example:

B 5556121, Warning Letter 78 H O RSO EIRIRREAT THLOT 7 > a 2D 56035

Do BRI

The product is adulterated under Section 402(a)(3) or 402(a)(4) of the Act;
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Z OHELEL N FDC Act @ Section 402(a)(3) Bl ME 402(a)(4)ICHE SN TW DRI TH D,
. There is a violation of current good manufacturing practices (CGMP);

GMP &R & %,

. The product contains illegal pesticide residues; or

IR AN OBIERIRE N o D 5 BT

. The product shows short contents, subpotency, or superpotency.

KamoONKEAR, I, Hifiaz

Additional instructions for Warning Letters in specific product areas are found in compliance
program guidance and in compliance policy guides.

KrE 0L 43892 BE 95 Warning Letter @ % 72 % F5| & I% compliance program guidance & T
compliance policy guides ®HIZH %,

LT3

Also, see Exhibit 4-1, the agency’s “Procedures for Clearing FDA Warning Letters and Untitled
Letters.” All agency components responsible for issuing Warning Letters and Untitled Letters
must follow these procedures. Developed to facilitate review of all Warning Letters and Untitled
Letters by the Office of Chief Counsel (OCC), the procedures provide instructions for submitting
such letters to OCC, and include timeframes and routing information.

FDA Warning Letter & O Untitled Letter ® Ffe & 252 T S ¥ 5 FINETH %5 Exhibit 4-1 & 2
95 Z &, Warning Letter } 0" Untitled Letter O3 H A #4422 CoMKEIX Z N b OFIEIC
PO IRTF X2 572y, Office of Chief Counsel (OCC) (2 & 54T ® Warning Letter & O
Untitled Letter ® @& 2 3487 5 %12, ZOFIRITZEN LD L ¥ —% OCC IR T 5 F5l &%
Rt U, R R OREEOFE#RE 5 ATV D,

4-1-2, Warning Letters to Government Agencies
B RS~ Warning Letter(IN 12D\ CTIEE )

Wa4-1-3. Issuing Warning Letters - Factors to Consider
Warning Letter D& H—& &3~ & 2K

The Warning Letter is the agency's principal means of notifying regulated industry of
violations and achieving prompt voluntary correction. Warning Letters can be issued at the
discretion of the program office director without center concurrence, except in specific
program areas that require prior center concurrence. Warning Letters may also be generated
through work done at agency headquarters (ORA or centers), processed under appropriate
procedures and issued under the authority of a division or office director. (See Center
Concurrence and Letters Issued by centers. Also, see Exhibit 4-1, the agency’s “Procedures
for Clearing FDA Warning Letters and Untitled Letters.” All agency components responsible for
issuing Warning Letters and Untitled Letters must follow these procedures.)

Warning Letter i%, HflxtG o3 IGER 2@l L, RiliZe A EdGEE #ak 3 % %O FDA
DEHERFETH 5, Warning Letter i3, B ¥ —OFEFIORIEZLEL T HREOT 07T
LGEIR % FRUN T, program office director DFEIZ L W X —DORIEE L TRET 5 ER K
%, Warning Letter i3 X, FDA AR TOEEZ 1@ U CTER S, B8)72 FIE TOEE S 4,
division ¢\ (3 Office Director DFEIRD F TR NLGELHDH (B —DRIELNE
—lZX B HIND LE—%25R, Exhibit 4-1 ®“Procedures for Clearing FDA Warning Letters
and Untitled Letters.” t, 2, Warning Letter &% T Untitled Letter Z 33+ 2 H5BE*H T 52T
O FDAMEREIZ Z N 6 OFNEIZIED 2T IUT R B 7220,

1. General Considerations £f¢HIZE BT REFIH

In determining whether to issue a Warning Letter, program office directors and center or other
officials with authority to issue should consider whether:
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Warning Letter & 38 H7 % 72 & 2D\ TCHiET D BRITIE, program office director 8V M3 FE H
DR ZAF T DMOIEEITILLTICOWTERETLHZ L
a. Evidence shows that a firm, product, and/or individual is in violation of the law or
regulations and that failure to achieve adequate and prompt correction may result in agency
consideration of an enforcement action;
g pett, B ROVSUIEAERESTHABNIGER LTV, @ o>k %
B LR WG A ITREIEA RS Z 2T HZ LITRD, LWIHITET VAR D,
b. The violation(s) are determined to be of regulatory significance, and the issuance of a
Warning Letter is appropriate and consistent with agency policy, as described in
Compliance Policy Guides or elsewhere; and
ZDOE DS EERKTH D & S, Warning Letter #3835 R @I TH Y |
Compliance Policy Guides ¢\ M EZ DM OFLNIFLE S 4L TV 5 FDA O G #HIZHEE L
Tn5,
C. There is a reasonable expectation that the responsible firm and persons will take prompt
corrective action.
YA WIIEANDP IR R EREZ D 2 LB EEIICG TE 5,
2. Ongoing or Promised Corrective Actions EjfiH &b 2 W IEET 2 E R LR IEHE
Corrective action may be undertaken or promised during an establishment inspection or
addressed in correspondence to the agency after an inspection. Ongoing or promised
corrective actions generally do not preclude the issuance of a Warning Letter. In addition to
being the agency’s primary means to achieve prompt, voluntary compliance, Warning Letters
remain a primary means to establish prior notice (see Chapter 10 - Other Procedures) and
serve to ensure that the seriousness and scope of the observed violations are understood by
top management and that the appropriate resources are allocated to fully correct the violations
and to prevent recurrence.

JEIERFEIL, BSOS AL RIS EET 5 98OI T 50, SOIEELE% O FDA L ORIEIC
BWTIRHEINDGERH D, FHF TR L2 EREIL, @% Warning Letter %8 H
DRBHTH D, Pl TH ENRES Z ML T D20 FETHHFEITIMZ T, Warning
Letter |ZFAjESE 280 S 2 FHE AR TETHY (Chapter 10— DD FIEDOEEZ M)
AR e P ZR S NVTEK O EEE L #iH 2 BlfE S, ZNIC XD ZOEN & 522 IE

L. ARz T 5 4ICEy) &l Es FYTIELIOICHAHATH D,

When a firm is in the process of correcting the violations or has made a written promise to take
prompt corrective action, a program office or center should consider the following factors when
determining whether or not to issue a Warning Letter:

PENERE BIET 2WRICH D5E . SOTRERX N ZE D Z & 2 Em TR L TV DH

4. program office 8\ X center X, Warning Letter 3§92 & & 8T D BRI LI F O

NazEETLHZ L

a. The firm’s compliance history, e.g., a history of serious violations, or failure to prevent the
recurrence of violations;
ZDREOHEEYEDIEEE, Fl 21X, BEEMENOBERE, B0 TER ORI R TV
200N,

b. The nature of the violation, e.g., a violation that the firm was aware of (was evident or
discovered) but failed to correct;
FDOENDOMEME, Bl ZIE, BENTERL TWDEN (BHATH 720, 8IS T
W5) THDHMN, BIEL TR,

c. The risk associated with the product and the impact of the violations on such risk;
ZOREIED VAT R ORZED Y A7 T3t D D

d. The overall adequacy of the firm’s corrective action and whether the corrective action
addresses the specific violations, related violations, related products or facilities, and
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contains provisions for monitoring and review to ensure effectiveness and prevent
recurrence;

%@m%(i)mft#t DOEMAEEIE K O, RIERE S FE D&, BET 538, B
PEWIHERR IZE R A Y T TR, BEFEOAIMEZE=2U 7L, BREL., &

%EB)?M:F;?W%%IE%E/UTmé#

e. Whether documentation of the corrective action was provided to enable the agency to
undertake an informed evaluation;
FDA 723 S LT R IEFE ORIl 2 ok 2 X 5 2 E 3R H S el )

f.  Whether the timeframe for the corrective action is appropriate and whether actual progress
has been made in accordance with the timeframe; and,
Z OJEEFEE ORFRIFEE G D, & L TEDORFRIMICHE > THEERICER L7z £ L
<

g. Whether the corrective action taken ensures sustained compliance with the law or
regulations. In the case of Warning Letters being considered for products offered for sale
through internet web sites, corrective action to remove claims from or inactivate the website
is easily reversible, and should be carefully considered, along with the other factors above,
in determining whether or not to issue a Warning Letter. Warning Letters for, or involving,
internet web sites should be issued in as close proximity as possible to the time when the

claims were last observed, and reference to the date on which the claims were observed
should be included in the letter.

B & U7 IEAE B D E T BOO TR~ O N 7208 & 2 0RGET D DG, A 2 —F
KO =7 %4 FTYHLTWLEILIZOWTEE L TV 5 Warning Letter D54, &
27 A FTERELTODELZHIBRT E2DEWVIE Y =7 VA b &afElET 5 &0 ) BIEHE
:l?é?% ZICIZREE % DT, Warning Letter #3832 2202 RET 2 BRICIE RFRDEHR &

THEBIRSEBETLZZE, A VX —Fy bOU =TV A b, BWIZENDREET D
Warnlng Letter (X, V=7 %A FTOIEY H LEITIZBIEE SITZIE G PR D BR Y VO
MIZHEHT 25 Z &, % LT Warning Letter (2, 720 LB SN B ~DOZ R E2 50
HZ L,

If a decision is made not to issue a Warning Letter, see “Response Letter” below. Relying on a
firm’s promised corrective actions does not preclude consideration of regulatory action should
we later observe that the same or similar violations have not been corrected.

Warning Letter Z & L 72\ ERE &S24, FiL® Response Letter #2425 = &, 1
SEDHKIR Ltmft?ﬁ%%ﬁiﬁﬁ“é ElE. BRICHE CEWITEELOER B RE I TW RN &
ERIZ LG EIATEI G 2B EST 5 2 & 28T 5 O TidZeun,

3. Completed Corrective Actions

As a general rule, a Warning Letter should not be issued if the agency concludes that a
firm’s corrective actions are adequate and that the violations that would have supported the
letter have been corrected. If you believe that an exception is necessary due to the facts or
circumstances of the case (e.g., the firm’s compliance history, the nature of the violation, or
the risk associated with the product) discuss this background in the Warning Letter referral
package and be sure to adapt the language in the proposed letter to fit the circumstances
(e.g., recite the history and the consequences if there is a recurrence).

—HIE LT, FDA X0 R ERENEY)Th 5 & fkim L. Warning Letter OAR#L & 72
DIRRTRER DR IES N TV D 72 51X, Warning Letter 28 L2 &, FHL, ZOMH0=H
FHMTRIIC E OV PIANKELEFE L D5E BIAIT, ZOREOETEST ORI, 1ER D
Bppk . BOVEERLLICE S U 2 7). 2ROV T OFE B & Warning Letter referral package

(Warning Letter & [H DL E)?) 1B W Cilim L., TORIUTES Lo HEEZ#EAT 5
& (BIRIR BEEZFIZEL, B LELGAOME).
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If a decision is made not to issue a Warning Letter, see “Response Letter” below. Relying on a
firm’s completed corrective actions does not preclude consideration of regulatory action should
we later observe that the same or similar violations have not been corrected.

Warning Letter Z % L72\ &E W9 i & 72 > 723546, TRL® Response Letter OIEZ S,
RHEIZLDRIERE T OREZEET 2T, % CTH UBIWIEFEBEOER D EE STV RN
AR LG AITB Y B ET 5 2 & ZHR L\,

4-1-4. Center Concurrence and Letters Issued by Centers

NEIZE D, FDADK L Z—DN, EOBrZ—DRIENND LV FH, CDER DG4
MARCS-Compliance Management System (MARCS-CMS) & 9 v A7 A % 1{#i - T Warning
Letter ZJ T 2 FDEREZIToTVNDHEWVWIHETT,

LUF., &g

4-1-5. Letters for lllegal Promotional Activities

4-1-6. Multiple Center Review

4-1-7. Time Frames

4-1-8. Warning Letter Follow-Up

4-1-9. Firm Profile Updates in eNSpect

4-1-10. Warning Letter Format

4-1-11. Warning Letter Distribution

4-1-12. Warning and Untitled Letters Addressed to Importers,
Customs Brokers, and Foreign Firms

4-1-13. Freedom of Information (FOI)

4-1-14. Center for Biologics Evaluation and Research (CBER)

4-1-15. Center for Drug Evaluation and Research (CDER)

4-1-16. Center for Devices and Radiological Health (CDRH)

4-1-17. Center for Food Safety and Applied Nutrition (CFSAN) and
Center for Veterinary Medicine (CVM)

4-1-18. Center for Tobacco Products (CTP) Retailer Compliance
Check Inspection Program

4-1-19. Tracking

4-2 UNTITLED LETTERS

4-3 USE OF STATE EVIDENCE FOR FDA WARNING
LETTERS AND UNTITLED LETTERS

4-4 EXHIBITS
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