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Name and address ofthe ~ JANSSEN CILAG S P.A. - VIA C. JANSSEN (loc.
site: BORGO S. MICHELE) , 04100 LATINA (LT)
[Human Medicinal Products J
[Authorised Operations
anufacturing Operations (Part 1)
mportation of medicinal products (Part 2)

[PART 1 - MANUFACTURING OPERATIONS

Non-sterile products

1231 Capsules, hard shell
1.2.1.9 Pressurised preparations
1.2.1.13  Tablets

Batch certification

Primary packing
1540 Capsules, hard shell
1549 Pressurised preparations
1.5.1.13 Tablets
Special Requirements:
Hormones or substances with hormonail activity

Secondary packing

‘Microbiological: non-sterility
Chemical/Physical

Any restricpions or clarlfying remarks related to the scope of these Manufacturing
operations:
1.5.1.13 Tablets: sexual hormones only;
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ART 2 - IMPORTATION OF MEDICAL PRODUCTS

Microbiological: non-sterility
Chemical/Physical

Non-sterile products ¢

2.2.4 Other importation activities (any other relevant importation
activity that is not covered above e.g. importation of
radiopharmaceuticals, medicinal gases herbal or homeopathic
products, etc.)

2246 Other: primary and secondary packaging;

Any restrictions or clarifying remarks related to the scope of these Importing
operations:

‘ .2.2 Non-sterile products: tablets and capsules in bulk, in blister packs, in bottles;

- //t ,ﬁ 2.2.4.6 Other (primary and secondary packaging; ): primary and secondary packaging of

: ~‘,\\0 hard capsules in bulk; primary and secondary packaging of tablets in bulk; secondary
L packaging of tablets in blister packs and in bottles ;

;\
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Name and address ofthe =~ JANSSEN CILAG S.P.A. - VIA C. JANSSEN (loc.
site: BORGO S. MICHELE) , 04100 LATINA (LT)

[Human Medicinal Products

uthorised Operations

anufacturing Operations (Part 1)
mportation of medicinal products (Part 2)

PART 1 - MANUFACTURING OPERATIONS OF
NVESTIGATIONAL MEDICINAL PRODUCTS : e

Non-sterile products
3293 Capsules, hard shell

1.21.8 Other solid dosage forms
1.2.1.13  Tablets

Primary packing
1534 Capsules, hard shell
1.5.1.13  Tablets
Special Requirements:
Hormones or substances with hormonal activity

Microbiological: non-sterility
Chemical/Physical

Any restrictions or clarifying remarks related to the scope of these Manufacturing
; .

1.2.1.8 Other solid dosage forms: granules in bulk;

1.5.1.13 Tablets: sexual horthones only;
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ART 2 - IMPORTATIONIOF INVESTIGATIONAL MEDICAL

PRODUCTS

\, [ J { ! i
2.1.2 Microbiological: non-sterility
; 2.1.3 Chemical/Physical

P32 Iportation of intermediate which undergoes further processing

Any restrictions or clarifying remarks related to the scope of these Importing
operations:

2.3.2 Importation of intermediate which undergoes further processing: primary packaging of
imported bulk: capsules and tablets;

Rome, 08/08/2018
TFAR Name and signature of the authorised

‘l‘l\ person of the Competent Authority of
: Repuplic of Italy

Dott. Renato Massimi
GMP Inspections and Manufacturing
Authorizations of Medicinal Products Office
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COMUNE DI LATINA

Al sensi e per gli effetti dell’art. 18 del D.P.R. 445
del 28/12/2000

ATTESTO :
che la presente copia, composta da n5[&0ﬂu~{ >
fogli € conforme all’originale esibitomi e che ho
restituito dopo la collazior:e.

Latina, nZH:B‘pQZQ ,

IL FUNZIONARIO INCARICATO
DAL SINDACO

IL FUNZIONARIO
DAL ShiZA0e
Dr.ssa Mary('fr




