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Certificate No: IT/118-1/H/2017

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
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Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC

The competent authority of Italy confirms the following:
The manufacturer BRISTOL MYERS SQUIBB S.R.L.
Site address LOC. FONTANA DEL CERASO - 03012 ANAGNI (FR)

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no. aM - 100/2017 dated 05/24/2017 in accordance with Art. 40 of Directive
2001/83/EC/ transposed in the following national legislation: D. Lvo 219/2006 Art. 50.

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 03/31/2017, it is considered that it complies with the Good Manufacturing Practice
requirements referred to in 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 elapsg€

b

AIFA: Italian Medicines Ageney

GMP Inspections and Manufacturing Authorizations of Medicinal Products Office
Via del Tritone, n® 181 - 00187 ROMA {ITALY)

Tel.+390659784410 Fax +390659784312
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Part2

Name and addressofthe ~ BRISTOL MYERS SQUIBB S.R.L. - LOG FONTANA
site: DEL CERASO 03012 ANAGNE(FR)

- [Auman Medicinal Products ] |

Authorised Operations
lManufactunng Operations (Part 1)
1mportat|on of medlcmat products {Partz) o

- 1.1.1 Aseptically prepared

I 1144 - Small volume liguids

1 Special Requirenierits:

Hormones or substances with hormonal activity

1.1.1.6 Other aseptically prepared products: Powders
Special Requirements:
‘B-lactam antibiotics

1.1.2 Terminially sterilised
1.1 2 3 Small voiume liquids

'.(.‘,.apsuiesj hard:
Tablets 23
Special Requir

Alea [alian Medicnes Agency
GMP inspéctions and Manufscturing Authorizations of Meditinal Products Office
viz del Tritong; n* 181 - 0O187ROMA{TALY)
Tel. +390659734410 Fax +350655784312
website: www. sgenziaférmaco it
sis ;1401
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Cytotovicsicytostatios

Secon Jary packrng

. Mfcrob:ofogfcaf non—stenhfy
1.6.3 Chemical/Physical
1.64 Biological

Any restrictions. or clarifyi.ng'.--'remarks;.-related:t_o-the--scope of th__ese _'Manu_fa_ct'tj r_'i_ng-
operatmn!:‘.‘ ’

1.1.1,4 Small volume liquids: Hommones. or.substances wittt hormonal activity: corticosteroid

hormones;

1.1.1.8 Other aseptically prepared products (Powders): Betalactam antibiotics:
monobactams: '

1.3.2.5 Biotechnology products: Monoclional. anﬂbodles in small volume liquids aseptically
preparated;

1.6.4 Biological: LAL test;

M;crobmlogzca! nbﬁ-étenhty
Chem:ca!/Phys:caf

“Sterile producis S
2214 Asepticaliy prepared products
2212 Terminally sterilised f

2,22 Non-sterile products
223 Biological medicinal products iy
2235 Biatechnology- prodicts\/
2.2.4 Other'impoh‘_atiﬂn--_ar:__tiw'i‘_r'es (anyj other relgyantimportat

AIRA Halfan Medicines Agency

GMP Inspections and Manufactesing Autherizations:of Medicinal Products Office
Vizdel Tritong, h* 181 - 00187 ROMA (ITALY}

Tel. +3 9055978#410 Fax 4390659784312
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dergo es furt e'r"processmg

Any restrlctlons or: clarlfymg remarks related to the scope of these importing
operatlonS'

214 Bmloglcal LAL test; .

2214 Aseptically prepared products > !yophlhsates and small volume liquids;
2.2.1.2 Terminally stefilised : sma[ rolum

2.2.2 Non-sterile products: hard: capsules 11qu:ds for' mtemal use, powders, tabiets;
2235 Blotechnology prodicts: r:cornb:'_ 1ant 'roiems and-manoclonal antibodies:
lyophilisates and- aseptically preparared striall volameg liquids;

2:2.4.8 Other (secondary | packaging/ site of ¢ hysmal1mportationf'impoi'tation of intermediate .

which unidergoes further pro'ce's'sing -seconda at:kagmg Iyophilisates, small volume
liquids, liquids for nternal use, POW e h_ar c:_apsu'[es tabtets importation of intermediate
~which undergoes further processm__ 1 _lets_ nd: hard capsules,

- Rome, 06/21/2017

GMP inspectlons abd Manufacturmg
Authorizatioris of Medi ma_l. Products-Office

AlFA [talian Medicines Agency ’

‘GMP Inspattionsand ManuhctunngAmhnmatmns of Medicinal ?rnducts Office
Via delT-mone n® 181 - 00187 ROMA{ITALY] )

1 +390659784410 Fax+390655784313
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APOSTILLE
(Convention de Ia Haye au 5 octobre 1961)
1. Paese ITALIA

] ;7711&9 aito pubblice
2. @ stato sottoscritto da A S UA LS E@QIM_&Q_
3. agente in qualita A0 TR0 (u Ros

4. @ munito del sigilld/bollm -

Attestato

5. in ROMA 6.1 15 GEN. 2018
7. da PROCURA DELLA REPUBBLICA D ROMA

8. col numero J ©
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