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 Questions and Answers (4.1) der EMA:
http://ec.europa.eu/health/files/gmp/2013 04 12 qga en.pdf

e Liste der anerkannten Drittlander:
http://ec.europa.eu/health/human-use/quality/index en.htm
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Aktueller Stand:

Country Date of request Status, Date of publication in the Official
Journal of the European Union

Switzerland 4 April 2012 Adopted, Commission implementing Decision
(OJ L 325, 23.11.2012)

Israel 9 May 2012 Contacts ongoing.

Australia 18 September 2012 Adopted, Commission implementing Decision i
(OJ L 113, 25.4.2013)

Singapore 17 September 2012 No listing for the moment (the relevant Singapore

legislation provides for a non-mandatory GMP
certification scheme). Contacts ongoing. In the
meantime, Singapore issues written confirmation.

Brazil 4 October 2012 Equivalence assessment ongoing

Japan 6 December 2012 Adopted, Commission implementing Decision i
(OJ L 152/52, 5.6.2013)

United States |17 January 2013 Equivalence assessment ongoing

21. Juni 2013 USA ebenfalls ein ,listed country” !
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European Commission, Pharmaceutical Committee, 27 March 2013:

Annex 1:

New rules on1API quality in the EU; Preparation with regard to exporting third countries — state of play (top 18 APl exporters to the EU, plus South Africa
and Ukraine)

Number of API ?ﬁ::;’;;
Third country manusfi:::tsurmg confirmation) State of play
: 2 or option 2
supplying EU (listing)
India 496 Cption 1 Good progress, but more work needed — in particular by industry stakeholders. IND government has announced

that the 'Drug Controller General (i.e. central agency) is going to issue "written confirmation’. Implementation guidelines
have been published.”

China 438 Option 1 Good progress, but more work needed — in particular by industry stakeholders. CHN has announced® that it will
issue written confirmation. A 'notice'” has previously been published. However, SFDA has already informed COM that it
would not issue ‘written confirmation' for manufacturing sites which are not under SFDA's supervision. This concerns
about 30 sites. EMA is coordinating the inspections of these sites [option 3).

u.s. 186 Option 2 Situation under control. On-site audit visit by COM in mid-May 2013. The US FDA has issued a supportive public
statement ”

Japan 108 Option 2 Situation under control. On-site audit visit by COM in mid-April 2013

Switzerland &7 Option 2 Situation under control. Listed.

Korea 37 Option 1 Situation under control. Korea has issued written confirmation.

Israel 36 Option 1; then 2 | Situation under control. Listing had to be refused for the time being. Israel has issued written confirmation.

Mexico A5 Option 1, then 2 | Situation under contrel. MEX has confirmed in writing that it would issue written confirmation and |ater apply for listing.

Brazil 23 Option 1, then 2 | Situation under control. BRA has applied for listing. However, documentation has not been received yet. As soon as
COM receives the information, COM starts the 'equivalence assessment'. In the interim, BRA will have to issue written
confirmation.

Canada 55 Option 1 Situation under control. CAN has informed COM in writing that it would issue written confirmation.

Taivwan 16 Option 1 Situation under control. TWN has sent informally a copy of the written confirmation it intends to issue.

L ‘These 20 countries account for 97% of all non-EU APl manufacturing sites supplying the EU.

' Survey of the 'Heads of Medicines Agencies” amongsl medicines manufacturers in the EU. Duplicates have been removed by MHEA. However, this figure does not take account of the possibility of manufacturers to

=aubstitute one API source by another one.

httpfwww cdsco.nic.in/api®e2 Owe2013 hitm

A Translation: SFDA Will Issue Written Confirmation for Enterprises Exporting AFIs to the EU, Published on 20 Feb 2013 at 17:15 by CCCMTIIPIE. On 20 February 2013, chaived by My. LI Guoging (Dirvector General,
Department of Drug Safery & Inspection, SFDA) | SFDA held the Seminar on Issuing Written Confirmation for Enterprises Exporting APIs to the EU in Beijing. SFDA Deputy Compii ssioner Mr. WU Zhen attended the
Seminar and made important instriction. Viee present of CCCMHPIE M. XU Ming also aitended the meeiing and reported 1o the Seminar the probiems that Chinese APIs exporting enterprises ave facing and presented
the eperational suggestions of issuing Written Confirmation. Represemtatives from MaFCUCOM (Department for Foreign Trade, Department for Buropean Affairs), other relevant SFIDA departinents, local food and drug
administrations, and enferprises alvo attended the meeting. The seminar made it clear thae SFDA will isswe Written Confirmaiion for Enterprises exporting APls to the EUL Relevant notice and detailed implement rn s
will be published soon, My, CAQ Gang and Mrs HE Chunhong from CCOCMIPIE also attended the Seminar.

= Translation: Netice on SFDA's intenfion to carry out therough investigaiion on the basic information of Chinese APls exporters - According fo the EU Directive 201 1/62/EU, the Department of Drug Safety & Inspection
of SFDA hereby publish the notice on the initiative of carry out thorough investigation on the basic informarion of Chinese APIs exporters (Reference No.:{2013] No. 14} in order to investigate thoroughly the basic
information of APy producers and to improve the bilingual (EN/CN) SFDA database of APIs. The investigation jorm can be downloaded from here: [form attached]. 18 Jameary 2013, Department of Drug Safety &
Inspeciion SFIA.
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Argentina 12 Option 1 More work needed — in particular by industry stakeholders. |n addition, COM is in contact with ARG authorities.
Turkey 12 QOption 1 Situation under control. TUR has informed COM that it would issue written confirmation.

Malaysia 7 Option 1 More work needed — in particular by industry stakeholders. |n addition, COM is in contact with MY'S authorities.
Singapore if! Option 1, then 2 | Situation under control. Listing had to be refused for the time being. SGP has confirmed in writing that it would issue

written confirmation until issue is solved

Thailand =] More work needed — in particular by industry stakeholders. In addition, COM is in contact with THA authoerities.
Australia =) Option 2 Situation under control. The equivalence nent for AUS is almost concluded.
Russia 5 Option 1 More work needed - in particular by industry stakeholders. RUS has informed COM in a meeting that they are going
1o issue written confirmation.
Ukraine 4 Option 1 Situation under control. UKR has issued written confirmation.
South Africa 2 Option 1 Situation under control. ZAF has issued written confirmation.
25.06.2013 5
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GOVERNMENT OF INDIA
MINISTRY OF HEALTH & FAMILY WELFARE
Control O

CERTIFICATE. NO. :
Written confirmati

for active sub into the

Union (EU)
products for human use, in accordance wﬂh Article 4¢-h{2](b:u of Directive 200
1. Name and address of site:

Mis. Teva AP India Lid., Teva Pharmaceuticalg

Industries Ltd., API Divisicn (TAPI), Q-1-4

Industrial Area, Ghinrongi, Malanpur-477 117
Dist- Bhind (MP)

2. Manuf; ‘s licence

T 25/3/2009 dated 11/05/2009
Regarding the manufacturing piant under (1) of the
the EU for medicinal products for human use

-0001

medicinal
C

As per List enclosed as Annexure-1

The issuing Regulatory Authority hereby confirms that
The

ing pial

to this
least equwﬂem io Ihosne laid down in the EU({= GMP of WHOVICH QT),

The manufacturing plant is SLijGCl to regular‘ sm and lransparem controls an
of good

and

and unanr
inspections, s0 as to ensure a protection of public health at Ieast equivalent to that in

In the event of findings relating to nor pliance, infc
by the exporting third country without delay to the EU

on such findings is $
Date of Inspection of the plant: 13" & 14™ June, 2011

The Written Confirmation remains valid until: ] 4 “ At 2[ 114

The authenticity of this written confirmation may be verified with the issuing
authority.

This written confirmation is without prejudice to the responsibllities of the f;
ensure the quality of the medicinal product in accordance with Directive 2001/83/EC.

Name and function of responsible persan

¥ authority: Central Drugs Control O
FOA Bhawan, Kotla

Road,
New Delhi- 110 002, India

Dr. G.N. Singh,
Drugs Controller General (India)
dei@@nic.in,

+1-11-23236965
+51-11-23236973

Stamp of the authority and
o

e General (I
uf Haalth Sen

7D Bhawar, Kotis Road, 1

751 T
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2. Beispiel: China

http://eng.sfda.gov.cn/WS03/CL0757/80514.html

CFDA specifies relevant issues on written confirmation for active substances exported to EU

2013-05-13

China Food and Drug Administration (CFDA) recently issued a notice on relevant issues on written
confirmation for active substances exported to EU, which specifies the issuer, the issuance method,
and the format of the written confirmation for active substances exported to EU. The notice also
specifies the scope of active substances which can apply the written confirmation, and the
application and issuance procedures for the written confirmation.



