Spanish Agency of Medicines and Medical Devices
CERTIFICATE NUMBER : ES/002HV/20

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 Spain confirms the following:
The manufacturer :Gensenta Ila¢ Sanayi ve Ticaret A.S.
Site address :Diger Ilacar Unitesi, Sanayi Caddesi No. 13, Bahgelievler-Yenibosna, Istanbul, 34196,

Turkey

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2019-07-23 , it is considered that it complies with :
* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC ’

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to 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 1 and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

! The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imporis
coming from third countries into a Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.

? These requirements fulfil the GMP recommendations of WHO.
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Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.1  Aseptically prepared (processing operations for the following dosage forms)
1.1.1.2 Lyophilisates

1.5 Packaging

1.5.2  Secondary packaging

1.6 Quality control testing

1.6.1 Microbiological: sterility
1.6.3 Chemical/Physical

2020-01-10 Name and signature of the authorised person of the
Competent Authority of Spain

Confidential

Spanish Agency of Medicines and Medical Devices
Tel:Confidential

Fax: Confidential
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BARKOD URUN ADI ETKIN MADDE ATC KODU TRUBSAT SAHIBI RUHSAT NUMARASI _|DEGISIKLIK
8609540170223 | ALTIZEM SR 120 MG KAPSUL, 120 ADET Giltiazen hel COBDEOL “zomm_. LAC SAN. V/ 155/98
8609540170216 |ALTIZEM SR 120 MG KAPSUL, 60 ADET diltiazem hel [CORDEO] [NOBEL ILAC SAN. VE 15598
8699540170261 ___|ALTIZEM SR 180 MG MIKROPELLET KAPSUL, 30 ADET itizem bl [COBDBOI OBEL ILAC SAN. V. 3 8265
860954017023 ALTIZEM SR 90 MG MIKROPELLET KAPSOL, 30 ADET diltzem bel (CORDBOL OBEL ILAC SAN. VE TIC. A.§13.05.1997 32060
869954017020 [ALTIZEM-SR 120 MG KAPSUL, 30 ADET diffiazem COSDBOI NOBEL ILAC SAN. VE TIC. A.419.07.1991 55098
86995401 7025 ALTIZEM-SR 60 MG KAPSUL, 30 ADET diltizzem COSDBO! [NOBEL [LAC SAN. VE TIC. A.§{01.10.1992 6105
869963717042 DILKOR SR 120 MG MIKROPELLET KAPSUL, 120 ADET ilti COSDBO! ULKAR KIMYA SAN. VE TIC. ]15.08.1995 174164
3699537170402 |DILKOR SR 120 MG MIKROPELLET KAPS i COSDB0 ULKAR KIMYA SAN_VE TIC_|15.08.1595 174/64
717041 [DILKOR SR 120 MG MIKROPELLET KAPSUL, 60 ADET i CORDED LKAR KIMYA SAN_VE TIC, |15 08.1995 174/64
7050 [DILKOR SH 180 MG MIKROPELLET KAPSUL, 30 ADET i COSDEO ULKAR KIMYA SAN, VETIC. [28.05.1997 2159
[DILKOR SR 60 MG MIKROPELLET KAPSOL, 120 ADET i CORDBO1 ULKAR KIMYA SAN. VETIC. | 15.08.1995 74/63
DILKOR SR 60 MG MIKROPELLET KAPSOL, 30 ADET it COSDBOL ULKAR KIMYA SAN, VE TIC. ] 15.08.1995 74163
[DILKOR SR 60 L, 60 Al it CORDBO1 ULKAR KIMYA SAN. VE TIC. |15.08.1995 74063
it COBDEBO ULICAR KIMYA SAN_VETIC. |28.05.1997 82158
H (COBDED! GENSENTA TLAG SANAYI VE|09.04. 1987 141/69 orti1 adh gineclleme i 24.09.202
fE (COBDBO GENSENTA ILAG SANAY VE|10.04, 1987 141770 TE&WF? 1 24.09.202
it COBDBD (GENSENTA ILAG SANAYI VE|13.03.1992 50/58 irtn adh giineelleme 1 24.09.202
it [COBDBO [GENSENTA ILAG SANAYI VE|19.08.1998 88732 [ortn adh gincelleme 1 24.09.202
i COSDBO1 (GENSENTA ILAG SANAYI VE|30.05.1994 69718 [or0n ads gineelleme 1 24.09.2021
i [COBDBO1 GENSENTA ILAC SANAYI VE[17.11.1992 62/55 irtn adh ginoelleme 1 24.09.2021
it [CosDBOT 53061
fuzem i COSAEQS 017/563
SALIM TABLET50 diltizean Bidroklorur [cozDB0 160/54
SALIMLI MIKROPELLET KAPSUL, 28 ADET |diltiazem hel CO8DBO! OR/7T4
SALIMLI MIKROPELLET KAPSUL, 28 ADET MEE bl [COSDBO LEPHARMA MEDIKAL ELH09.10. 08775
LET KAPSUL, 28 ADET dilinzern bl COSDBO1 LEPHARMA MEDIKAL ELH09.10. 08776
UZYONLUK COZELTI HAZIRLAMAK ICIN Lidiltiazem hidrokloriir COSDBO1 VEM ILAC SAN, VE TIC. A.9. |03.08. 18/428 17.08.2018
diltizzem odroklorar COSDEOT GALEPHARMA MEDIKAL ELF 25 09.20¢ 08764 25032019
9609541030519 | DILTIZEM 240 MG UZATISMIS SALIMLI TABLET, 32 ADET {Gittizem hidroklorar CO8DBO1 GENSENTA ILAG SANAYI VE|19.08.1998 8832 rulisotl 0riin eileme 1 24.09.2021
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