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Certificate No:

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

" The manufacturer |

Issued following an inspection in accordance with Art. 111(5) of ‘.Direntive 2001/83/EC

The campetent authority of ltaly confirms the fol[o\&ing: ) |

Site address

Is an active substance manufacturer that has been. lhspected in accnrdaﬁce with Art. 111{1) of

Directive 2001/83/EC transposad in the following natlonal Iegislatmn D.L. n. 219 of 24™ April 2006
art. 53

Fram the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 02/17/2012, it is considered that it complies with the Good Manufacturing Practice
requirements referred to in the principles of GMP for active substarices referred to in Article 47 of
Directive 2001/83/EC, '

This cartj:ficate reffects the status of the manufacturing site at the time of the inspection noted above
and should not be relied upor to reflect the compliance status if more than three years have lapsed
since the date of that inspection, after which time the issuing authority should be consulted.
authenticity of this certificate may be verified with the issuing authority. -

AIFA italian Medicines Agency

Manufachuring Authiorization Office

Via del Tritone, n° 181 - 00187 ROMA (ITALY)
Tel.+380659784489 . Fax +390659784312

website: www.agenziafarmaco.it
SIS : B05S
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Narﬁe anﬂ address of the site:

Part 2

 Name of the active Substances manufactured or imported:

R

3. Manufacturing Operations - A»ctiveSu}bstances_

3 - Manufacturing Operations - Active Substances

3.3 Manufacture of Actwe Substance using Biological Processes

3.3.1. Fermentation
B.3.3. Isolation / Purification
3.3.4. Modification

'B.5 - . - iGeneral Finishing Steps

3.5.1, Physical processing steps
drying, sieving '
5.2. Primary Packagmg {enclosing / sealing the actlve substance within a
packaging material which is in direct contact with the substance)

AIFA ltalian Mecllcmes Agency
! Manufacturing Authorization Office

r Via de! Tritone, n® 181 - 00187 ROMA (TALY)
Tel+390659784489 Fax +390659784312

websile: www. agenziafarmaco.it
SIS18085
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