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certificate No: lT-AP1116 IlH /2OZA

CERTIFICATE OF CMP COMPTIANCE OF A MANUFACTURER

Part 1

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 2A20/0L/24 it is considered that it complies with the Good Manufacturing Fractice
requireme nts referred to in the principles of GMP for active substances referred to in Article 47 of
Directive 200I/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 be reduced or extended using
regulatory risk management principles by an entry in the Restrictions or Clarifying remarks field,
The authenticity of this certificate may be verified in EudraGMDP. lf it does not appear, please
contsct the lssuing authority.

AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizations of APls Offce
Via del Tritone, n' 181 - 00187 ROMA (ITALY)
Tel.+3996597*0,| Fax +390659784617
website: wwuaqenziafamtaco.it
SIS r 1212
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lssued following an inspection in accordance with Art. 11X(51 of Directive

The competent autholity rcrf ltaly cr:nfirr'ns tlre followirrg:
Tho manufacturer 0LON 5,P,A,

Site address Via B. Cellini, 20 - 20054 SEGRATE (Ml)

ls an active substance manufacturer that has been inspected in accordance with Art, 11L(1) of
Directive z}Atl83/fc transposed in the following national legislation: D.L. n. 219 ol Z4th April 2006
art. 53

Agenzia ltaliana det Farmaco OVia rlelTritone, lBl - 00187 Roma (Q(*3q)06.59.78.401 @wvwaifa.gov.ir
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Part ?

Name and address of the site;
OLON S.P.A. - Via B. Cellini,20,2A054 SEGRATE (Ml)

Name of the active Substances man ufactured or imported:

MPROSATE CALCIUM

ACRYNIC ACID

ENOFIBRIC ACID

OCTIC ACID

OCTIC ACID CRUDE

THEOPHYTLINATE

ODARONE HYDROCHLORIDE

AHISTINE DIHYDROCHLORIDE

UTAMIRATT CITRATE

ISCIPRODOL

HOLINE FENOFIBRATE

CLOFENAC DIETHYLAMMONIUM

ENAC POTASSIUM

CLOFENAC SODIUM

HYDRO ERGOTAM I N E MESYLATS

NOFIBRATE

PENTIXOL DECANOATE

LENE

ICLAZIDE

OPRENALINE HYDROCHLORIDE

ETHYL TEVODOPA HYDROCHLORIDE

IFITECRA5T

ABALIN

ENTOFYLLINE

VABOROLE

IUM BROMIDE MONOHYDRATE

AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizations of APls Office
Via del Tritone, n' 181 - 00187 ROMA (ITALY)
Tel.+39065978401 Fax +390659784617
webslte: unrvw. agenziafarmaco j!
SIS : 1212

Page 2
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,5,1. Physical processing steps
AIFA - ltalian Medicines Agency
GMP lnspeclions and Manufactudng Authorizations of APls Office
Via del Trilone, n' 1 81 - 00187 ROMA 0TALY)
Tel.+39065978401 Fax +3906597846'17
website: wrvw.asenziafarmaco.it
SIS : 1212

utt
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3 - Manufacturing Operations - Active Substances

ACAMPROSATE CALCIUM

.1".2. Manufacture of crude active substance

.1.3, Salt formation 1 Purification steps:
lli

. Physical processing steps

d rying, milling/micronisation
2. Primary Packaging {enclosing / sealing the aclive substance within a

ckaging material which is in direct contact with the substance)
3. Secondary Packaging (placing the sealed primary package within an

uter packaging material or container. This also includes any labelling of the
which could be used for identification or traceability {lot

rine) of the active substance

3.6 lQualiti ControlTesting

F.e.f . Physical / Chemical testing

3 - Manufacturing Operations - Active Substances

ETACRYNIC ACID

3,L lfUanufacture of Active Substance by Chemical Synthesis

3.1.1. Manufacture of active substance intermediates
3.1.2. Manufacture of crude active substance
3.1.3. Salt formation / Purification steps:

crystallisation

Agenzia ltatiana det Farmaco 1€)Via detTrit.one, lBl - 00187 Roma &{-3q) 06.59.78.401 @rrrww.aifa,gov.it
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drying, mil ling/micronisation
.5.2, Primary Packaging {enclosing / sealing the active substance within a
ckaging material which is in direct contact with the substance)

. Secondary Packaging (placing the sealed primary package within an

r packaging material or container, This also includes any labelling of the
I which could be used for identification or traceability (lot

umberi of the active substance

F.e.f . Physical/ Chemicaltesting

3 - Manufacturing Operations - Active Substances

NOFIBRIC ACID

L.2, Manufacture of crude active substance
L.3, Salt formation / Purification steps:

llisation

.5,2. Primary Packaging (enclosing / sealing the active substance within a
ng material which is in direct contact with the substance)

.5,3. Secondary Packaging (placing the sealed primary package within an
er packaging material or container. This also includes any labelling of the

aterial which could be used for identification or traceability {lot
umberi of the active Eubstance

1. Physical processing steps
drying, mi lling/micronisation

cal/ Chemical testi1. Ph

AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizalions of APls Of'flce
Via del Tritone, n" 181 - 00187 ROMA (ITAL,
Tel.+3906597840'1 Fax +390659784817
website: wnr.agenziafqrntaqo.it
SIS l'1212

GMP
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1. Physical processing steps
AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizaiions of APls Office
Via del Tritone, n" 181 - 00187 ROMA {ITALY)
Tel.+3S065978401 Fax +390659784617
website: ww.aoenziafarmaco.il
SIS: 1212
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Agenzia ltatiana del Falmaco Ot/ia UetTritone, 1Bl - 00187 Roma G.t{*$J 06.59.?S.401

3 - Manufacturing Operations - Active Substances

rHtocTrc AcrD

l;1 I . ,,:: :: lVlanufacture of Active Substance by Chemical Synthesis

3.1,2. Manufacture of rude active substance
1.1.3. Salt formation / Purification steps:

crystallisation
3.5 . ,,' Seneral Finishing steps

3.5.1, Fhysical processing steps

drying, sieving, milling
3.5.2. Primary Packaging {enclosing / sealing the active substance within a

oackaging material which is in direct contact with the substance)
3,5.3. Secondary Packaging {placing the sealed primary package within an

ruter packaging material or container. This also includes any labelling of the
naterial which could be used for identification or traceability {lot
rumbering) of the active substance)

3,6' "'. ,' :

lity ControlTesting.
].6.1. Physical / Chemical testing

3 - Manufacturing Operations - Active Substances

AMBROXOL TH EOPHYLLINATE

b.r
b.r

P'

.1. Manufacture of active substance intermediates

.2. Manufacture of crude active substance

.3. Salt formation / Purification steps:

sa lt formation,crysta llisation
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drying,milling
.5.2. Primary Packaging {enclosing / sealing the active substance within a

ackaging material which is in direct contact with the substance)
.5.3. Secondary Packaging (placing the sealed primary package within an

uter packaging material or container. This also includes any lahelling of the
al which could be used for identification or traceability {lot

umberin ofthe active substance

3.6 lQuality ControlTesting

if .0.f . Physical/ Chemical testing

3 - Manufacturing Operations' Active Substances

MIODARONE HYDROCHLORIDE

l.?. Manufacture of crude active substance
1.3. Salt formation / Purification steps:

salt formation, c llisation

Physical processing steps
dryi ng, milling/micronisation
Primary Packaging (enclosing I sealing the active substance within a

ckaging material which is in direct contact with the substance)
3. Secondary Packaging (placing the sealed primary package within an

r packaging material or container. This also includes any labelling of the
I which could be used for identification or traceability (lot

nn of the active substance

.6.1. P l/ Chemical

AIFA - llalian Medicines Agency
GMP lnspections and Manufacturing Authorizations of APls Office
Vla del Tritone, n" 1 81 - 00187 ROMA (ITALY)
Tel.+39065978401 Fax +390659784617
website: wlvw.aoenziafarmaco. it
Sl$ : 1212
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.1. Physical processing steps

drying
AIFA - ltalian Medicines Agency
GMP lnspeclions and Manufacturing Authorlzatlons of APls Offlce
Via del Tritone, n" JB1 - 00187 ROMA (ITALY)
Tel.+39065S78401 Fax +39065978461 7
website: wvnv.aoenziafarmaco.it
SIS:1212

cG 
Page Z

Agenzia ltaliana del Farmaco {9Via de{ Tritone, lB1 - 00187 Rorna (9,t [-39] 06^59.?8.40 i @)wvwv,aifa.gov"i t

3 - Manufacturing Operations - Active Substances

ETAH ISTI N E DIHYDROCHLORIDE

.1,2. Manufacture of crude active substance
Salt formation / Purification steps:
salt formation llisation

5.2. Primary Packaging tenclosing / sealing the active substance within a

ng material which is in direct contact with the substance)
.5.3. 5econdary Packaging {placing the sealed primary package within an

packaging material or container. This also includes any labelling of the
aterial which could be used for identification or traceability (lot

u of the active substance

.1. Physical processing steps

drying, sieving

Chemicaltestint ical

3 - Manufacturing Operations - Active Substances

UTAMIRATT CITRATE

Z. Manufacture of crude active substance
3, Salt formation / Purification steps:

llisationsalt formation,
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,5,2. Primary Packaging (enclosing / sealing the active substance within a

ackaging material which is in direct contact with the substance)

Secondary Packaging (placing the sealed primary package wlthin an

uter packaging material or container. This also includes any labelling of the
terial which could be used for identification or traceability (lot

umberi of the active

emical testiP I

3 - Manufacturing Operations - Active Substances

ISOPRODOL

1. Manufacture of active substance intermediates
2. Manufacture of crude active substance
3. Salt forrnation / Purification stepsr

1.

allisation

,5.1. Physical processing steps
drying, milling/micronisation

,5.2, Primary Packaging (enclosing / sealing the active substance within a

ackaging material which is in direct contact with the substance)

.5.3. Secondary Fackaging {placing the sealed primary package within an

uter packaging material or container, This also includes any labelling of the
aterial which could be used for identification or traceability (lot

um of the active substance

cal I Chemical testit

AIFA. ltalian M€dicines Agency
GMP lnspections and Manufacturing Aulhorizations of APls Office
Via del Tritone, n" 181 - 00187 ROMA (TALY)
Tel.+39065978401 Fax +39085978461 7
websile : w!vw.aqenziafarmaco, it
SIS : 1212
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3 - Manufacturing Operations - Active Substances

CHOLINE FENOFIBRATE

3.1 . .. ,: \4anufacture of Active Substance by Chernical Synthesis
3.1.2. Manufacture of crude active substance
3.1.3, Salt formation / Purification steps:

crystallisation
General.FinishingSteps .,'.' . .. :

i":i':::1"--i
!.$,'::; ,':1, t..' ' '

3.5.1. Physical processing steps

drying, milling/micronisation
3.5.2. Primary Packaging (enclosing / sealing the active substance within a

packaging material which is in direct contact with the substance)
1.5.3. Secondary Packaging (placing the sealed primary package within an

cuter packaging material or container, This also includes any labelling of the
material which could be used for identification or traceability {lot
numbering) of the active substance)

t.6.X. Physical / Chemical testing

3 - Manufacturing Operations - Active Substances

DICLOFENAC DIETHYLAM MON I U M

3.1 lManufacture of Active Substance by Chemical Synthesis
3,1.1. Manufacture of active substance intermediates
3.1.2. Manufacture of crude active substance
3.1.3. Salt formation / Purification steps;

desalification, sa lt formation, crysta llisation

5,1. Physical processing steps
AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorlzations of APls Olfice
Via del Tritone, n' 181 - 00187 ROMA (ITALY)
Tel.+39065978401 Fax +390659784S1 7
website: wvw.asenziafarmaco.it
SIS: 1212

GMF

Page I
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dryi ng, sieving, milling/micron isation
Primary Paclcaging (enclosing I sealing the active substance within a

g material which is in direct contact with the substance)
Secondary Packaging (placing the sealed primary package within an

uter packaging material or container. Thisalso includes any labelling of the
erial which could be used for identification or traceability (lot

umbe of the active substance

lg.6.f. Physical 1 Chemical testing

3 - Manufacturing Operations - Active Substances

DICLOFENAC POTASSIUM

9.L.2. Manufacture of crude active substance

3.1.3, Salt formation / Purification steps:

desa lificatio n, salt formation, cryst?llisatig.l. 
"

General Finishing Steps

3.5,1. Physical processing steps
drying, sieving, milling/micronisalion

3.5.?. Primary Packaging (enclosing / sealing the active substance within a

cackaging material which is in direct contact with the substance)
!..5.3. Secondary Packaging {placing the sealed primary package within an

:uter packaging material or container, This also includes any labelling of the
naterial which could be used for identification or taceability {lot
rumbering) of the active substance)

1.6.1. Physical/ Chemical testing

AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizations of APls Ofiice
Via del Tritone, n' 181 - 00187 ROMA (TALY)
Tel.+39065978401 Fax +390659784617
website: vvwyv.aoenziafarmaco.it
SIS : 1212

GMP

Page 10
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5.1. Physical processing steps
drying

.5.2. Primary Packaging (enclosing 1 sealing the active substance within a
AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizations of APls Office
Via del Tritone, n' 181 - 00187 ROMA (ITALY)
Tel.+3906S978401 Fax +3906597846't7
website: wwwaqenziafarmaco.it
SIS : 1212

CG
Page 11

3 - Manufacturing Operations - Active Substances

ICLOFENAC SODIUM

Manufacture of crude active substance
Salt formation I Purification steps:1.3.

.2.

salt form llisation

.5.1. Physical processing steps
drying, sieving, milling/micronisation

2. Primary Packaging {enclosing / sealing the active substance within a

ckaging rnaterial which is in direct contact with the substance)
3. Secondary Packaging iplacing the sealed primary package within an

r packaging material or container. This also includes any labelling of the
which could be used for identification or traceability (lot

of the active substance

6.1. Chemicaltesting

3 - Manufacturing Operations - Active Substances

I HYDROERGOTAMINE MESVLATE

.3. Salt formation / Purification steps:
rification

;t'
:

Agenzia ltatiana del Farmaco O)Via OelTritane, IBi - 00187 Roma i$(-391 06.59.78.401 @www.aifa.gov.it
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ging material which is in dir.ect contact with the substance)

. Secondary Packaging {placing the sealed primary package within an

uter packaging material or container" This also includes any labelling of the
ierial which could be used for identification or traceahility (lot
mbering)of the active substance)

3 - Manufacturing Operations - Active Substances

FLUPENTIXOL DECANOATE

AIFA - ltalian Medicines Agency
cMP lnspections and Manufacturing Authorizations of APls Office
Via del Tritone, n' 181 - 00187 ROMA (IIALY)
Tel.+3909597840 1 Fax +39065978461 7
websiie : wwwaoefl zia{elmaco.it
SIS: 1212

Page 12
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3 - Manufacturing Operations - Active Substances

FENOFIBRATE

1..2. Manufacture of gude active substance
3. Salt formation / Purification steps:

llisation

,5.1. Physical processing steps
drying, milling/micronisation

,5,2, Primary Packaging {enclosing l sealing the active substance within a

g material which is in direct contact with the substance)

5.3. Secondary Packaging {placing the sealed primary package within an

packaging materialor container. This also includes any labelling of the
aterial which could be used for identification or traceability {lot

ofthe active substance

cal / Chemical testi

Agenzia ltaliana del Farmaco Oj Via Oet Tritane, 'l 
B I - 001 87 Roma & (-lq) 06.59.78.401 @ rlww.aifa.gov.it
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5.t. Physical / Chemical testing
AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizations of APls Office
Via del Tritone, n" 181 - 00187 ROMA (ITALY)
Tel,+39065978401 Fax +390659784617
webs ite : v,rwwaoenzlafarmaco.it
5lS: 1212

Page 13
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].1 lManufacture of Active Substance by Chemical Synthesis

3.1,1. Manufacture of active substance intermediates
3.1.2. Manufacture of crude active substance

3. Salt formation / Purification stepsr

d istillation

.2, Primary Packaging (enclosing / sealing the active substance within a

material which is in direct contact with the substance

.6.1. Phvsical / Chemical testi

3 - Manufacturing Operations - Active Substance$

LUSPIRILENE

.1.1. Manufacture of active substance intermediates
,L,2. Manufacture of crude active substance
,1.3. Salt formation / Purification steps:

lisation

. Primary Packaging (enclosing / sealing the active substance within a

ckaging material which is in direct contact with the substance)
.3. Secondary Packaging {placing the sealed prirnary package within an

r packaging material or container. This also includes any labelling of the
rial which could be used for identification or traceability (lot

mberin of the active su bsta nce

t. Physical processing steps
drying,mill ing/micronisation
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3 - Manufacturing Operations - Active Substances

N

Manufacture of crude active substance
Salt formation / Purification steps:

L.2.

isation

,5.1. Physical processing steps
drying, sieving, mil ling/micron isation

,5,2. Primary Packaging (enclosing / sealing the active substance within a
ackaging material which is in direct contact with the substance)

Secondary Packaging (placing the sealed primary package within an
uter packaging material or container" This also includes any labelling of the

terial which could be used for identification or traceability (lot
nn ofthe active substance

.5.1. P I Chemicaltesti

3 - Manufacturing Operations - Active Substances

GLICLAZIDE )

.t.2, Manufacture of crude active substance

.1.3. Salt formation / Purification steps:
crystallisation

AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizatlons
Via del Tritone, n' 181 - 00187 ROMA (ITALY)
Tel.+39065978401 Fax +390659784617

of APls Oflice

M/€bsiter
SIS : 12

wwwaqenziatamrapo^it
12
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,1. Physical / Chemical testing

AIFA - ltalian Medicines Agency
GMP lnspeclions and Manufacturing Authorizations of APls Office
Via del Tritone, n' 181 - 00'187 ROMA (ITALY)
Tel.+S966597646'1 Fax +390659784617
websile; wwu.aoenzi gfarmac0.it
SIS : 1212

Page 1 5
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3.5.1. Physical processing steps

drying, milling/micronisation
3,5.2. Primary Packaging (enclosing / sealing the active subltance within a

rackaging material which is in direct contact with the substance)
3.5.3. Secondary Packaging (placing the sealed primary package within an

luter packaging material or container, This also includes any labelling of the
naterial which could be used for identification or traceability (lot
lumbering) of the active substance)

3.6.1. Physical / Chemical testing

3 - Manufacturing Operations - Active Substances

RENALINE HYDROCHLORIDE

.1. Manufacture of active substance intermediates
.L.2. Manufacture of crude active substance
.1.3. Salt formatian / Furification steps:

c allisation

.5.1, Physical processing steps
drying,millinB

,5,2, Primary Packaging {enclosing / sealing the active substance within a

ackaging material which is in direct contact with the substance)
Secondary Packaging (placing the sealed primary package within an

r packaging material or container. This also includes any labelling of the
al which could be used for identification or traceability {lot

umbe of the active substance

Agenzia ltaliana clet Farmaco OVia OetTiitone, 181 - 00187 Roma LSt-39) 06.59.78.401 (0)wwwaifa.gorr.it
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3 - Manufacturing Operations - Active Substances

ETHYL LEVODOPA HYDROCHLORIDE

Manufacture of crude active substance
Salt formation / Purification steps:3.

salt formation, llisation

.5.1. Physical processing steps

drying, sieving, milling
.5.2. Primary Packaging (enclosing / sealing the active substance within a
ackaging material which is in direct contact with the substance)
.5.3. Secondary Packaging {placing the sealed primary package within an

uter packaging material or container. This also includes any labelling of the
rial which could be used for identification or traceability {lot

of the active substanceum

Ph Chemical

3 - Manufacturing Operations - Active Substances

FITEGRAST

1.1. Manufacture of active substance intermediates
3. Manufacture of crude active substance

.1.3, Salt formation / Purification steps

AIFA - ltalian Medicines Agency
GMP lnspections and Manufacturing Authorizations of APls Office
Via del Tritone, n' '181 - 00187 ROMA (ITALY)
Tel.+39065978401 Fax +39065978461 7
website: wrqnr.aoenziafarmaco.it
SIS : 1212

Page 16
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llisation

.6.1. Physical / Chemical testing
AIFA - ltalian Medicines Agency
GMP lnspections and Manufecturing Authorizations of APls Office
Via del Tritone, n" 181 - 00187 ROMA 0TAIY)
Tel.+39065979401 Fax *390659794617
website: www.aogQliialErmaco.it
SIS : 1212

Page 17
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3.5.1. Physical processing steps
drying,sieving

,,5,2. Primary Packaging {enclosing / sealing the active substance within a

packaging material which is in direct contact with the substance)
3,5.3. Secondary Packaging {placing the sealed primary package within an
ruter packaging material or container, This also includes any labelling of the
"naterial which could be used for identification or traceability (lot
rumbering) of the active substance)

3.5.1. Physical/ Chemical testing

3 - Manufacturing Operations - Active Substances

PREGABALIN

3.1:r , '. '.

'.L.2, 
Manufacture of crude active substance

1.1.3, Salt formation / Purification steps:
crystallisation

1.,5-:, : ' General Finishing Steps

3.5.1. Physical processing steps
drying, milling/micronisation

,,5,2, Primary Packaging (enclosing / sealing the active substance within a

packaging material which is in direct contact with the substance)
1.5.3. Secondary Packaging {placing the sealed primary package within an
ruter packaging material or container. This also includes any labelling of the
naterial which could be used for identification or traceability {lot
rumberi ng) of the active substance)

Quality Control Testing

^I\
1'
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3 - Manufacturing Operations - Active Substances

ROPENTOFVLTINE

.2. M

.3. 5a

anufacture of crude active substance
It formation / Purification steps:1

lisation

,5.1. Physical processing steps
drying, mi lling/micronisation
Primary Packaging (enclosing / sealing the active substance within a

ckaging material which is in direct contact with the substance)
Secondary Packaging (placing the sealed primary package within an

uter packaging material or container. This also includes any labelling of the
erial which could be used for identification or traceability (lot

of the active s

ical/ ChemicaltestinL. Ph

3 - Manufacturing Operations - Active Substances

AVABOROLE

1. Manufacture of active substance intermediates
?. Manufacture of crude active substance
3. Salt formation / Purification steps:

AIFA - lialian Medicines Agency
GMP lnspeclions and Manufacturing Authorizations of APIs Office
Via del Tritone, n' 181 - 00187 ROMA (ITALY)
Tel.+30065978401 Fax +39065078.1617

website: www.aoenziafarmaco.it
SIS:1212

Page 18
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Agenzia ltatiana det Farmaco (OVia Oel Tritone, 181 - 00187 Roma ,9{*39) 06.59.78.401 @)wunv.aifa,gov.it



ffiffiffi
i i,r.r1.1 :'ll\ i i ti : i:l!'j;r :, i:i liir!ii i.; jlrili'i
GI

llisation

AIFA - ltalian Mediclnes Agency
GMF lnspeclions and Manufacturing Authorizations of APls Oftice
Ma del Tritone, n" 181 - 00187 ROMA (ITAL,
Tel, +3996597600t Fax +399659764U, t
website: www.aqenziafarmaco.il
SIS : 1212

GMP

Page 19

ri

,2. Primary Packaging {enclosing / sealing the active substance within a
material which is in direct contact with the substance)

.3. Secondary Packaging {placing the sealed primary package within an
packaging rnaterial or container. This also includes any labelling of the
al which could be used for identification or traceability (lot

umbe of the active substance

.5.t". Physical processing steps
drying,sieving,milling

cal Chemicaltesti1.

3 - Manufacturing Operations - Active Substances

TIOTROPIUM BROMIDE MONOHYDRATE

t. ,t Manufacture of Active Substance by Chemical Synthesis
3.1.1. Manufacture of active substance intermediates
3.1,2, Manufacture of crude active substance
3.1.3. Salt formation / Purification steps:

crysta llisation,salt formation
3.5, .' Genera I Finishingisteps

3.5.1. Physical processing steps

drying
3,5.2. Primary Packaging {enclosing / sealing the active substance within a

packaging material which is in direct contact with the substance)
3.5.3. Secondary Packaging {placing the sealed primary package within an
outer packaging material or container. This also includes any labelling of the
material which could be used for identification or traceability {lot
numbering) of the active substance)

Agenzia ltaliana det Farmaco $via OetTritone, l8l - 00187 Rorna 'G.ti*391 06.5? ?8,40i (@)rnrww.aifa.qov.ir
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6.1. ical Chemical

4, Other Activities - Active Substance:
lmportation of:
THIOCTIC ACID CRUDE (Confidential)

Restrictions or clarifying remarks:

lmported APls marked as confldential undergo further processing within the importing site.
The lnspectorate adopted a risk-based approach for planning of inspections; therefore, the
validity of the GMP certificate for this manufacturing site is not more than 36 months from
the last general 6MP inspection, which was conducted on 2A2A/AU24. lt will still be AIFA's
right to re-evaluate the validity of the GMP certificate based on risk profile changes.

Rome,2A20/A9/04
Name and signature of thE authorised person of

Authorizatians of APk Affice

AIFA - ltalian Medicines Agency
GMF lnspections and Manutacturing Authorizations of APls Office
Via del Tritone, n'181 - 00187 R0MA 0TALY)
Tel,+39065978401 Fax +390659784617
webSile : wvwv.aoenziafarmaco.il
SIS : 1212
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