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o | . CERTIFICATE NUMBER: |
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part1

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

The competent authoritv of Haneary  confirms the following:
The manufacturer:
Site address: ) ' ' P

Is an active substance manufacturer that has been inspected in accordancc with Art, l 11(1) of Directive
2001/83/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted-on

ﬂ v/ 2014-87-24 , it is considered that it complies with :

+ The principles of GMP for active substances referrcd to in Article 47 of Directive 2001/83/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 bereduced or extended using regulatory risk

' management prmc1plcs by an entry in the Restrictions or Clarifying remarks field. This certificate is valid

only when presented with 41l p;ges and both Paris 1 and 2. The authenticity of this certificate may be vcrn" ed
in EudraGMDP. If it does not appear, please contact the issuing authority.

‘ ! fhe certificate referred ia in puragraph [11(5) afD:recIrw. 200!/-?3/EC und §0(5) of Direcrive 700!/#2/56 shall also be reguired for imports

unnirréﬁ om third coumiries inlo a Member Siaie.
? Guidance on the inter _prelanon of this tempiate can be found in the Help menu of EudraGMDP daiabase,
! These requirements fulfil the GMP recommendations of WHO.
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Part 2

Manufacture of active substance. Names of substances subject to inspection :
( en) ' ' :
! (en)
. fen) .
(en)

3. MANUFACTUR_[NG OPERATIONS - ACTIVE SUBSTANCES

Active Substance :

33| Manufac}ttri'mg of Active: Substan@e using Bml‘oglca] Processes

3.3.1 Fcrmcntahcm :
3.3.2 Celi Culture:

~ Bacterial
3.3.3 lsolation / Purification

3.5 | General 'Fﬁﬁ%ﬁi‘itgqgi‘eﬁs -

3,5.1 Physical processing steps : :

Filtration,cromatography,drying and milling.
'3.5.2. Primary Packaging (enclosing / sealing the active substance within a packaging mater ial
which is in direct contact with the substance)
3.53 Secondary Paclcagmg (placing the sealed primary package WJthm an cuter packaging
material or container. This also includes any labelling of the material which could be used for

identification ot T aceablhty (1ot numbenng) of I:hc actlve substance)
| 36 ol o :

3 6.1 Physwal / Chermcal testmg
3. 6 2 Mlcroblologlcal testing excluding steuhty tcstmg

|, Active Substancc

3.3 -Mauuﬁrtmnmg of At:l’twe Subst‘am:'e using: Bld‘loglcal Prm:nsses

331 Fermcntat]on

332 Cell Culture
Bacterial

333 Isolation/ Puriﬁcation

35 ‘Getteral Finjghing § Sfeps

3.5.1 Physical processing steps

Filtration extraction, precipitation,drying and milling.
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 sealed primary packagc within an puter packaging
material or container. This also includes any labclhng of the material which could be used for
identification or traccablhty (!ot numbenng) of thc acnvc substancc)

356 | jQualfﬁy \unﬁm Tesmrg

3.6.1 Physwal / Chcmlcal tcstmg
3.62 M1croblolqg1cal tcstlng excluding sterility testing
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