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Certification of Suitability to the Monographs of the
European Pharmacopoeia (Resolution AP-CSP (07) 1:

— The manufacturer of a substance will be able to provide
proof that the quality of the substance is suitably
controlled by the relevant monographs of the European
Pharmacopoeia by means of a certificate of suitability
granted by the Certification Secretariat of the European
Directorate for the Quality of Medicines (EDQM)




EDQM Certification

E R CEPYELE

https://extranet.edgm.eu/publications/recherches_CEP.shtml

Search.

(2 Council of Europe W/Q/ﬂ/

I Certification

European Directorate for the
Quality of Medicines & HealthCare

28 records matching your search string: " valsartan".
Click on the hyperlink(s) in column"Substance Number" below to obtain a more detailed
information on the substance monograph.

Aboutus | HealthCare | The European Pharmacopoeia | Control of Medicines [ASRIUISIINRUHERIE Publications, Products and Services

Revisions & Renewals

Tssue date - Indicates date of issue of the Certificate number listed.'

Certification of Suitability Submit a Revision Application

Holders of a Certificate of Suitability to the monographs of the European
Certfcation News Pharmacopoeia (CEPs) must inform the EDQM of any change(s) to the
e & ol Pramads information provided in the initial application

Type - The type of certificate is given as TSE or Chemical or Double and indicates whether a
certificate is concerned by TSE risk evaluation ('TSE') or evaluation of chemical and
microbiological quality ('Chem.") or both ("Double").!

Mission & Organisation Applicants should send the following documentation to the Cartification of
s Substances Division (DCEP) of the EDQM .
ow Aoshomtons = a completed application form, which includes your invoicing details e
Revisions & Renevials and = Cases of falsification of data in the
5 ’ Coniex of the GEP procedure
Technical Advice 8 One-4o-One Meetings = data supporting the request for revision = How to communicate with EDOM

= update of the relevant section(s) of the dossier. fication Diision
The Inspection Programme pd (s) Cerfication Diviio

Actions on CEP: = Note concerning the assessment of
ctons on CEPs Submita Renewal Application stabit dsa wihi e Certicalon New Search
Requests for renewal should be submited 6 months before a | = Packaaing information witin the
Most viewed pages certificate’s expiry date. Requests sent later may lead to a gap between |  Cerification procedure n
. ncer in an Substance = Certificate |Issue
o R ST L L L T L Certificate Holder Nombor” o [status  |End date [Type
‘Guidance on the TSE risk
Delsbrese ited period unless decided by | ® GPSIDUNS information fo be ROCEF
>ne additional renewal (as mentioned in the application forms -
428/EC of the European | = sal of information from third Valsartan HETERO LABS LIMITED IN » _ .
I Certification  tha your dossier s in | Baries 0 sply 1o EDOM: cauest o 2423 Process Il [500 018 Hyderabad g\gésofeg 04/05/2018|SUSPENDED | 17/08/2018|Chemistry
Requirements for notfications to the
A B —— ZHEJIANG TIANYU RO-CEP
in compliance with current | ® Cliange in Contact Defails Notiy 2423 Valsartan PHARMACEUTICAL CO., 2013-159-  |24/05/2019|VALID Chemistry
e LTD. CN 318 020 Taizhou |Rev 02
= You can search the certification database by: ation to the Certification of |~ Products & Services pm n
e 4 o o sl R Zhejiang Hisun RO-CEP ITHORAWN ,
2 your invoicing details HpS, Yoo néne of e subdinrica, the A 2423 alsartan Pharmaceutical Co., Ltd. 2013-095-  |04/09/2014| 03/04/2019|Chemistry
- Name of the certified substance or ot vang ne Carticaton Datapas CN 318 000 Taizhou City  |Rev 00 BY HOLDER
imentation in CTD format, e
- Monograph number or fication Ay ZHEJIANG HUAHAI R1-CEP
- Holder of the certificate or since the last certificate ;E’L"a.—m ] 2423 Valsartan PHARMACEUTICAL CO., 2010-072- 09/06/2016[/SUSPENDED  |09/07/2018|Chemistry
_ Certificate number or LTD. CN 317 024 Linhai Rev 00
- Issue date of certificate or SECOND PHARMA CO., Ro-CEP .
2423 \Valsartan LTD. CN 312 369 Shangyu (2014-008- 03/02/2015|VALID Chemistry|
- Expiry date of certificate City Rev 00
- Status of the certificate ALEMBIC RO-CEP
Valsartan PHARMACEUTICALS WITHDRAWN .
2423 Process IT LIMITED IN 290 002 2014-075 13/04/2016 BY HOLDER 13/09/2018|Chemistry
« The substance name is equal to the monograph name and the subtitle for chemical, herbal and double vadodara Rev 00
certificates and is the substance name for TSE certificates RO-CEP
2423 Valsartan NOVARTIS PHARMA AG CH 2016-290- 22/03/2019|VALID Chemistry|
4002 Basel Rev 01
If you are interested in all types of certificates , please select the button beside "all”. If you are only interested in
TSE or herbal certificates, please select the button beside your required choice and only TSE or herbal LUPIN LIMITED IN 400 055 RO-CEP :
certificates will be displayed as a result of your chorce. 2423 Valsartan Mumbai 2012-274- 23/01/2017[VALID Chemistry|
Rev 02
DIVI'S LABORATORIES RO-CEP
@al 2423 Valsartan LIMITED IN 500 032 2012-338- 12/08/2016[VALID Chemistry|
Search a ISuhsmnae Name . a Hyderabad Rev 02
OTSE Only HARMAM FINOCHEM RO-CEP
- 2423 Valsartan LIMITED IN 400 098 2016-026- 10/11/2017|VALID Chemistry|
that IConlalns - O Herbal Only Mumbai Rev 00
[ | MYLAN LABORATORIES R1-CEP
2423 valsartan LIMITED IMN 500 096 2009-396- 24/05/2019|VALID Chemistry|
Search Clear Hyderabad Rev 04
SUN PHARMACEUTICAL R1-CEP
2423 Valsartan THNDUSTRTFS I TMTTFED TN 2010-198- 29/03/2017

Clepa 2 BEysmE
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EDQM Certification
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ification of Substances Division

Certificate of suitability
No.

Name of ;h_é substance
CLOTRIMAZOLE _
Standard and micronised grade

Site(s) of production;
SEE ANNEX 1

IGATE SUPERSEDES THE PREVIOUS CERTIFICATE

After examination of the information provided:on the manufacturing method and subsequent
processes {induding purification) for this substance on the site(s) of production listed in annex, we
certify that the quality of the substance is sultably .controlled by the current version of the
monograph CLOTRIMAZOLE no. 757 of the ‘European Pharmacopoela, current edition including
supplements, only If it is supplemented by the test(s) mentioned below, based on the analytical
procedure(s) given in annex. e

24

— Test for residual solvents by gas chromatography : (Annex 2)
Acetone -not more than 3000 ppm
Benzens f re than 2 ppm

— Tests for particle size distribution by laser diffraction
Micronised: s (Annex 3)
Not less than 90% less than 10 im "
Standard: Tl (Annex 4)
doo not more than'160 pm

26
27

28
29

The re-test period of the substance is 5 years T stored In double poyeumyiene pags e pdye_ e  ,

black) placed in a polyethylene drum.

The holder of the certificate has declared the absence of use of material of'ﬁﬁfn:aﬁ.ci‘ animal
origin in the manufacture of the substance. : i

Address: 7 Allée Kastner, CS 30026
F-62081 Strasbourg (France)
Tel: +33 () 3 88 41 30 30— Fax: +33 (0) 3 88 41 27 71 - e-mail: cep@eadgm.ev
Interniet: hitp:/fwvew.edgm.eu

.3
32
33

" The submitted dossier must be updated after any significant change that may alter the quality,
safety or efficacy of the substance,

l}flé_g}ufacture of the substance shall take place in accordance with the Good Manufacturing Practice
and in accordance with the dossier submitted.

“Bailiire t comply with these provisions will render this certificate veid.

certifi te is renewed from 24 July 2015 according to the provisions of Resolution AP-CSP
07) 1 rective 2001/83/EC and Directive 2001/82/EC and any subsequent amendment,
and the _f'gt_'qte,d- guidelines.

This certificate :Iiia_s_‘fbur annexes, the first of 1 page, the second of 4 pages, the third and the

This certificate hz
lines.

Strasbourg, 18 February 2016
DECLARATION OF ACCESS (to be filled 1.6 thie certificate holder under their own respansibility)

F.1.S. Fabbrica Italiana Sintetici older of the certificate of suitability

hereby authorises T2

(name of the pharmaceutical

1o use the above-mentioned certficate of suitability in support of their application(s) for the following
Marketing Authorisation(s): (name of productys) and marketing number(s), i kiown)

- MYCORIL 100 VAGINAL TABS;

-~ MYCORIL 200 VAGINAL TABS.

The holder also certifies that ne significant changes to the operations as described In‘iihe: CEP dossler

have been made since the granting of this yersion of the gertificate. ) .
Date and Signature (of the cfpmm:éMWZw AL b it :

Sabrina Crocco Francesca Lotto FE
FEB 2 2 m‘g Generic APIs Area Manager Regulatory Aﬁaiﬂﬁm_._“ o |
It is Responsibility of Customer to determine if the mate uitable for parenteral preparatiuns:: ‘we hereby =
certify tirat we do not praduce injectable grade. 1S Fabrica laiana Sintelli 3.5,/

nddress: 7 ATTEner, Egig5ENe Magnicra(Vicenza) aly

F-67081 Strashourg (France)
Tl +33 (0) 3 88 41 30 30 ~ Fant: +33 (0)3 88 41 27 71 - e-mail. cep@edgm.eu

Page 202




MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical product marketed by Kissei
Pharmaceutical Co., Ltd., 19-48, Yoshino, Matsumoto-City, Nagano Pref. is manufactured
subject to our supervision as stipulated in the Pharmaceutical Affairs Law of Japan and is
allowed to be sold in Japan.

product:

Date of Marketing Approval: January 29, 2004

Marketing Approval Number: _

Ingredient and Composition or Chemical Entity: See Attachment-1
Dosage and Administration: See Attachment-2

Indications: See Attachment-2

Manufacturing Site of Drug Substance:

Name

Address|

No. 358
TOKYO, date  APR, 16. 2012

atug Qeagane)

Haruo Akagawa

Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare

<Attachment-1>

COMPOSITION (Ingredient and amount per unit quantity):

Each tablet of Glufast tab. 10mg contains the following ingredients and amount:

Active Ingredient:

Excipients:
Disintegrator:
Lubricants:
Total of ingredients 150mg

JP: The Japanese Pharmacopoeia

Q\/Q CRE R T
P = A =
O FDA |‘=§odl:|c|?nc%;m?gzJ Ad%\iniis%c%\
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HZXGMP:EEAX {F(form 14-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site of NAGAOKA & CO., L
TD., 7-18, NISHINOMIYAHAMA 4-CHOME, NISHINOMIYA-SHI, HYOGO, JAPA

N, in which the following product is produced is subject to our inspections at suita
ble intervals, and the manufacturing in the site conforms to all the requirements of
the Ministerial Ordinance on Standards for Manufacturing Control and Quality Contr
ol for Drugs and Quasi-drugs (“Drugs/Quasi-drugs GMP Ordinance”) laid down in a
ccordance with the recommendation of the World Health Organization.

Name of Manufacturing Site: NAGAOKA & CO., LTD.

Address: 7-18, NISHINOMIYAHAMA 4-CHOME, NISHINOMIYA-SHI, HYOGO, JA
PAN

Product: Nonivamide

(4-Hydroxy-3-methoxybenzyl Nonylic Acid Amide)

No. 4199

TOKYO, date pgc.0T. 2018

&9 RH

Soichiro Isobe

Director, Compliance and Narcotics Division

Pharmaceutical safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare \/ ?Ej E iTIE *I_I nB
\ B (=]
> 8 2o =5
ERENEEZ
C/lF DA Food and Drug Administration
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United States Food and Drug Administration

Certificate of a Pharmaceutical Product

Certificate No. L | Exporting Country: ~ United States of America
Conforms to WHO format revised 10/1/97 Importing Counq‘-
1. International or National Nonproprietary Name (if applicable) and dosage form: e—
1.1 Active Ingredient(s) and amount(s) per unit dose (complete quantitative composition is preferred):  SEE ATTACHMENTS
1.2 Is this product licensed to be placed on the market for use in the exporting country? YES - See Block A
1.3 Is this product actually on the market in the exporting country? Yes

A B
2A.1 Number of product-license and date of issue: 2B.1 Applicant for certificate (name and address)
2A.2 Product-license holder: | I 2B.2 Status of Applicant:
2A.3 Status of product-license holder: Manufacturer 2B.3 Why is authorization lacking? not not under

required applicable construction refused

2A.4 Is an approved summary basis appended? No

2B.3.1 or 2B.2.1 Mifi: 1

2A.5 Is the attached product information complete and consonant with the license? Yes

Remarks:

2A.6 Applicant for certificate if different from the license holder (name and address):

Effﬁfﬁﬂf chilif fFinishcd Product and API):{

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?

3.1 Periodicity of routine inspection (years):
3.2 Has the manufacture of this type of dosage form been inspected:

3.3 Do the facilities and operations conform to GMP as recommended by the WHO? (GMP including 21 CFR Parts 210, 211 or ICH Q7A)
4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product undertaken by another party?

Yes

Every 2 years per U.S.A. regulations

Yes

Yes, at time of inspection, site complies with U.S. CGMP

YES

Address of certifying authority:

U.S. Food and Drug Administration
10903 New Hampshire Avenue

%MW

Silver Spring, MD 20993, USA

Telephone: (301) 796-3120 Fax (301) 847-8742

18

Huascar Batista, Team Leader

Drug Imports and Exports Compliance Team

Division of New Drugs and Labeling Compliance
Q'FEAE%QW%‘E%

Food and Drug Administration
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H.u‘
jg UEPARTMENT OF FEALTE & HUMAN SERVICEE
. Dilsion of Manuiganr g ek Produgt Gyl
Pomign Inseizn Team. HRL-35
14913 Reswils Pies
Regoills, bomuad 30852

Tie| EF NS [301) 85021
FA (307 BTl

Draar i, Mason:

We have campletzd oy Feview of o Esablishment Inspection Report (EIR) for the fspestior

comdueted at your actve pharmecsutien! ingredient manudacturing fasility in i1

by FDA Investitor Susan ¥ Laskn, Based od tiriy insprection We Acs
slassifying your facility as sccoptable. This letter s net intended 28 an eadorsermt o
eentification of 1he facility. [t remaing vour responaibility to assure cantinued coreplinace with
wurrent geod manufaehiring prctises. )

Addidenally we snclose 2 vopy of the exblistment inspection repott (EIR). Releasing tais B2
g you is prot of FDA's effort to make jti yogulatory pracuss and aetdvitiad more tonsparent W the
regulated industey, 1t is being providesd b you for information pupoits anty and may reflest
some redaztions made by B Apensy 1a ascordancy with the FOLA snd CER, Part 20, Copies
provided 1o other requestors may heve edditioual redactions of trade serret and confidential
commereiel information,

IF you have any quastions fegarding s letter, you may sontast me ol the ubove telephone

pumber ap address.
v%fy- vﬁ%ﬁww
by Diietrick
: - Corplianes Officr
Enclosure:

1 certify that the original has been sighted ar
py is a true and accurate copy

the phnm/c?
MU O v,
VINCENT SHANNON
NOTARY PUBLIC
29 Main Street, Swords,
ennty Dublin, Ireland.

CENTER POR 15RUG EVALUATION AND RESEARCH

Establishment fnspeetion Repoti FEL 3007806583
‘ BI Stact: (30172005
Bl End: 03:43/2005

SUMMARY
fhx's inspection of & human APL manufaeguer was conducted per HFC-130 request, FACTE.
assignment 2675719, The ks gnnent dated 10/28/04 veas subsequant to fevies of ND/

AL, Tablets 0.1, 5 and L mg tablets, The aoplisaat is
. - - The produst fadication ie For hepatists, The ingpection was
condteted secording to CP S6002F- Active Pharmaceutical Tgredient Process [nspections and ICH:

A

?rs*q'c'_n& nspection of this fcility wes 779-31/02. This was u pre-approval mspection for
Stavidii, The inspestion was classified VAL 1o FUAS3 sy issued, Varbal discussiors with
manaperment inshded the relention of rew dtTTOT ToprIces tosting, pressure diffecential not
ecarded, dating of reference standards nof on COAs, and cleaaing records not indiesring lreations
of rusiducs discovered on visal fnspection, )

Tim“-"‘lm!m-’lﬂ*?e&ﬁﬁn was acorpiehensi o o : W
" acortpiehensive, syviems ispection covering production, yuaty,
Iaboratory, materkals hand} ? EP b

apil facilitiag & equiﬁcm. The pre-appovals eavercd g
Ertaeaviz application was blud in /2004, B Tm 6 chamically e o s 123’2_‘

ipplication was flad in 9/2004. Both arg chemically synthesized drug substances_No
FDA-483 wias fssted. Disevssion with management was held to discuss addition of mitical proses:
patimsters o qnalr;y teviews and the addition of fallow up action to the deviation SOP,

ADMINISTRATIVE DATA

() & & B A B
i ERENERE

F DA Food and Drug Administration



Eudra-GMP

http://eudragmdp.ema.europa.eu/inspections/gmpc/index.do

EudraGMDP

GMP Compliance Menu

Search

GMP Cerificates
Non-Compliance Report

The Community format for the GMP Certificate was established in accordance with Art. 47 of Directive 2004/27/EC and Art. 51 of Directive 2004/28/EC, amending

Directives 2001/83/EC and 2001/82/EC respectively.

The EudraGMDP database is mainti
EEA. For this reason, the EMA acce
questions about the content should |

20

The Community format for the GMP Certificate is published in the Compilation of Community Procedures, which can be found at the following location
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GMP Certificates are to be entered into EudraGMDP, as referred to in Art. 111(6) of Directive 2001/83/EC and Art. 80(6) of Directive 2001/82/EC.

Regional Council Darmstadt
CERTIFICATE NUMBER: DE_HE_01_GMP 2018 0131

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER |

Part 1

Issued following an inspection in accordance with
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Germany confirms the following:
The manufacturer: Merck KGaA

Frankfurter Strasse 250, A18, D3, D39, E60, G20, 129,136, .22, 129, N2, N23, N79, N8,
N90, 021, 030, P11, P12, 03, R48, 52, V41, V42, V6 V67, Darmstads, Hessen, 64293, Germany

Is an active substance manufacturer that has been inspeeted in accordance with Art. 111(1) of Directive
2001/83/EC

From the knowledge gained during inspéetion ofithis manufacturer, the latest of which was conducted on
2018-04-25 | it is considered that it complies with :
* The principles of GMPfor active substances ? referred to in Article 47 of Directive 2001/83/EC

This certificate refleets the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon 10 reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an‘entry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presented with all pages and both Parts | and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority
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* Guidance on the interpretation of this template can be found i the Help menu of EudraGMDP database

* These requirements fulfil the GMP recommendations of WHO.
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Part2

Human Medicinal Products

Manufacture of active substance. Names of substances subject to inspection :
D(-)-Mannitol API starting material: <confidential>( en)
Praziquantel API starting material: <confidential>( en)
Safinamide methanesulfonate API starting material: <confidential>( en)
Sodium perchlorate monohydrate AP starting material: <confidential>( en)
Magnesium chloride hexahydrate API starting material: <confidential>( en)
Potassium iodide API starting material: <confidential>( en)
Sodium acetate anhydrous API starting material: <confidential>( én)
Thiamine phosphoric acid ester chloride dihydrate API starting material: <confidential>( en)
Urea API starting material: <confidential>( en)
Sodium chloride API starting material: <confidential>( en)
Calcium carbonate API starting material: <confidential>( et)
Boric acid API starting material: <confidential>( en)
Zinc chloride API starting material: <confidential>( en)
Bibrocathol API starting material: <confidential>( en)
Cocarboxylase chloride API starting material: <confidential>( en)
Cocarboxylase tetrahydrate AP starting maferial: <confidential>( en)
Di- ium hydrogen phosy API starting material: <confidential>( en)
Sodium acetate trihydrate API starting materials <confidentiat>( en)
Sodium fluoride API starting material: <confidential>( en)
Tri-sodium citrate dihydrate AP starting material: <confidential>( en)
Calcium chloride dikydrate API starting material: <confidential>( en)
B. \IA‘VL FAC llm(. ()'ERA TIONS - \( TIVE SUBSTANCES

1e National Competent Authorities (NCA) of the
n with the information on this database. Any

Active Substance : D(-}-Mannifol API starting material: <confidential>

3.1 | Manufacture of Active Substance by Chemical Synthesis

3.1.3  Salt formation / Purification steps
Filtration, Separation, Crystallisation

35| General Finishing Steps

3.5.1 Physical processing steps
drying, mixing, sieving
352 Primary Packaging (enclosing / sealing the active substance within a packaging material

which is in direct contact with the substance)

353 Secondary Packaging (placing the scaled primary package within an outer packaging
material or container. This also includes any Iabelling of the material which could be used for ?-ﬁj E =1 *J I\ZB
or y (lot numbering) of the active % E3 =] l (=]
3.6 | Quality Control Testing o O 7 % e E
36.1 Physical/ Chemical testing R oo % B g
362 Microbiological testing excluding sterility testing Food and Drug Administration
3.64  Biological Testing

Clne EudraGMDP, Ref key. 5 Sgnaory. Contcertel Page zol 10




EU CPP

EUROPEAN MEDICINES AGENCY

Certificate: 04/11/45074
Request: 4190

Certificate of a Medicinal Product*
Certificado de Medicamento*
Certificat de Médicament’

This Certificate conforms to the format recommended by the World Health Organization. {Explanatory notes attached) /
El presente certificado se adapta al formate recomendado por |2 Organizacién Mundlal de |a Salud. {Se adjuntan notas explicativas) /
Ce Cartificat est conforme & la présentation recommandée par I'Organisation Mendiale de la Santé. (Volr notes explicatives cl-jointes)

No. of Certificats / N° de certificado / N° du certificat: 04/11/45074

Exporting (Certifying) region / Regién exportadora (que certifica) / Région d'exportation (certificateur) :
European Unien / Unién Europea / Union Européenne :

Belgii Bulgaria, Czech R blic, D %, Germany, Estonia, Greece, Spain, France, Ireland,
Italy, Cyprus, Latvia, Lithuama, Luxembaurg, Hungary, Malta, Netherlands, Austria, Poland,
Portugal, Romania, Slovenia, Slovak Republic, Finland, Sweden and United Kingdom.

Bélgica, Bulgaria, Repdbiica Checa, Di) I Grecia, Espaiia, Francia, Irfanda,
Italia, Chipre, Letonia, Lituania, Luxemburgo, h‘ungna, Ma.'ta, Paises Bajos, Ausma, Polonia,
Portugal, Rumania Eslovenia, Repiblica E. 1, F ja y Reino Unido.

Belgique, Bulgarie, R bii tché %, A , Gréce, E: France,
Iriande, Ttalie, Chypre, Lettonm, Lrtuama, Luxembourg, Hongrie, Malte, Pays-Bas, Autriche,
Pologne, Portugal, 2 e, S quie, Fii >, Suéde et Royaume-Uni.

Importing (requesting) country / Pals importador (solicitante) / Pays importateur (sollicitant):
TAIWAN

1 Name and pharmaceutical form of the product / Nombre y forma farmacedtica del medicamento /
Dénomination et forme pharmaceutique du meédicament :

1.1 Active substance(s)® and amount(s) per unit dose or unit volume®:
Principio(s) activo(s)’ y cantidad(es) por unidad de dosis o unidad de volumen®:
Substance(s) active(s)? et quantité(s) par unité de dose ou unité de volume®:

—

For complete comj-osition Including exeiplents, see attached. */ Para la composicién completa incluldos los exclplentes, véase
Informaclon anexa. * / La composition compléte du médicament, y compris les exciplents, volr annexe, *

1.2 Is this product subject to a Community Marketing Autherisation? °
¢Estd sujeto este medicamento a una autorizacién de comercializacién comunitaria? *
Ce médicament fait-il l'objet d'une autorisation communautaire de mise sur le marché ? °

yes

Confidential

A MANUFACTURERS OF THE BIOLOGICAL ACTIVE SUBSTANCE AND
MANUFACTURING AUTHORISATION HOLDERS RESPONSIBLE FOR BATCH
RELEASE

ames and addrésses O € manuracturers oi the biclogical active Substance

7 Westferry Circus » Canary Wharf « London E14 4HB = United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile +44 (0)20 7418 8595
E-mail certificate®@ema.eurcpa.cu  Website www.ema.europa.eu

An agency of the European Unlon -

ETC KICO

Names and addresses of the manufacturers responsible for bateh release

Vials

Lilly France S.A.S., Rue du Colonel Lilly, 67640 Fegersheim, France.

Lilly Pharma Fertigung und Distribution GmbH & Co. KG, Teichweg 3, 35396 Giessen, Gerinany.

Cartridpes and disposable pens called the . Pen®

Lilly France S.A.8., Rue du Colonel Lilly, 67640 Fegersheim, France.
s

Cartridpes and disposable pens called the ..Pen* besides Humalog BASAL presentations
Eli Lilly Italia S.p.A., Via A. Gramsci 731-733, 50019 Sesto Fiorentino, Florence, Jtaly.

Disposable pens called the .KwikPen*
Lilly France S.A.S., Rue du Colonel Lilly, 67640 Fegersheim, France.
Lilly Pharma Fertigung und Distribution GmbH & Co. KG, Teichweg 3, 35396 Giessen, Geémany.

The printed package leaflet of the medicinal product must state the name and addvess of the
manufacturer responsible for the release of the concerned batch

B CONDITIONS OF THE MARKETING AUTHORISATION

. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE IMPOSED ON
THE MARKETING AUTHORISATION HOLDER

Medicinal product subject to medical prescription
. CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND
EFFECTIVE USE OF THE MEDICINAL PRODUCT

Not applicable.
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Food and Drug Administration Ministry of Health and Welfare
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