i in Directive 2003/94/EC

et The authentrcrty of this certn“ cate may be verlﬁed wrth the i |ssu|ng autherlty

e A pinen

© Cértificate No: 17/56-3/H/2017

CERTIFICATE OF GMP COMPLIANCE OF A'MANUFACTURER "

- P-artri

Issued followmg an mspectlon in accordance W|th Art 111(5) of Dlrectwe 2001/83/EC

: The competent authonty of Italy confrrms the followmg 7

' The manufacturer S.1.L.T. 5.R.L. SERVIZIO INTERNAZIONALE IMBALLAGG! TERMOSALDAN'h"&\' e
Site address VIA L. ARIOSTO, 50/60 - 20090 TREZZANO suL NAVIGLIO (Ml) o \\ \

- Has been inspected under the natronai mspectlon programme in connectlon wrth manufactunng a2

authorisation no. aM - 217/2016 dated 12/15/2016 |n accordance with Art 40 of Drrectwe
2001/83/EC/ transposedm the followrng national !eglslatron D. Lvo 219/2006 Art 50

;'From the knewledge gamed durms mspectron of thrs manufacturer the latest of whrch was 'f

.' ' 7"conducted on 07/08/2016 it is: consrdered that it complses wrth the Good Manufacturmg Pract:ce_'ﬁ. : "
J . ',reqmrements referred to in The prrncrples and gurdelmes "f"Good Ma, ifac ing Prac "ce Iald down i 7

'ThIS certlflcate reﬂects the status of the manufacturmg srte at the trme of the inspection noted abo\re_s -

and should not be relied upon to reflect the comphance status if more than thre‘
_-smce the date of that rnspectlon after whrch time thei :ssumg authunty should'—b ' c nsulted

: AIFA Italian Medicines Agency ; - s .,/,/f{;
‘GMP Inspections and Manufacturing Authorrzatrons of Medicinal Products Ofﬁce o
Via del Tritone, n® 181 - 00187 ROMA (ITALY) :
Tel.+380659784489 Fax +390659784312 w
website: www.agenziafarmaco.it '
SIS : 1364 )
LPC

" GMP -

ears have elapsed T

© Pagel




7 Part2.

-l Name and address of the

‘ / ' Pl
/’;’/'/L m St ’f f ol /}2(/((’

i Sl’(e 1 |MBALLAGG| TERMOSALDANTl ~VIA L. ARlOSTO
) ' _50/60 20090 TREZZANO SUL NAVIGUO(MI)
| " ey ' B

: linﬁan Medlcmal Products

A r:"-'A/uthorlsed Operatlons
— <3 Manufacturmg Operations (Part.1)

PART 1 - MA!&LFACTURING OPERATIONS

S.LLT.S.R.L. SERVIZIO INTERNAZIONALE

12 Non-sterile products
1.2.1  ‘Non-sterile products :
L 4251 Capsules hard shell
4248  Other solid dosage forms
12113 Tablets '
| |1.2.2 . . Batch certification
B ‘ Blologlcai medicinal products ,
e | 31 e Biclogical ‘medicinal products -
< ' 2 1.34 7 Other bloioglcal medlcmal products
| 1.5 ackagmg

1.5 anarypackmg 22

LB Capsules hard shell G S TN
1518 ‘Other solid dosage forms™ *
1.51.43 - Tablets -

| . operations:

b ~ "No quality control testlng., S Ve, A '?- Ly
© -1.2.1.8 Other solid dosage forms: granules powders
1.31.7 Other b1olog|cal medlcmal products Probl

.82 A iSecondary packmg

Any restnctlons or clanfylng remarks

a’ncs Powders only (1 2 1 8)

AIFA I‘tahan Med:cmes Agency

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

Tel.+390659784489

website: www. agenztahrmaco it -

SIS : 1364

; U’,é
GMP

Fax +350659784312

related to the scope of these Manufacturmg
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Name and address Of the LABORATORIO CONTROLLO QUAL!TA' VIA _
~ < - Siter - . CANOVA,; 16!18 20090 TREZZANO SUL NAVIGLI
s U i o

{Human Medicinal Products ~ ~ ~ A T T
&uthorlsed Operations -~~~ - { S5 ORI
) anufacturmg Operatlons (Pat1) = Ty
= ““1PART 1 - AE“U"'ACTURING OPERATIONS R
(18 " JQuality control tesfing ' AT D
| - [.62  Micrebiological: non—stenhty j et A TN
‘ 163 - Chem:caL/Phys;cal S B " E N

co Name and address of the site: MAGAZZINO VIACANOVAS 20090 TREZZANO
| ' 7' SUL NAVIGLIO (MI) -

Human Medlcmal Products

Authorised. Operat;ons' o T
Manufacturing Operations (Part1) : '
: {PART 1 -MANUFACTURING. .PERATIONS
e R4 Cther products or manufacturing actrv:ty

' =" gt e {143 - Others starage area' - o

Rome, 04/05/2017 - - N NN e
| i T . Name andl sagnature of the authonsed
persun of the Competent Authonty of

. Republ 7 Italy

‘ Dott G:s_pe_‘lmpmeiia ,
GMP Inspectlons and Manufactunng ‘ :
= : Au_thpn_zatmns_qf Medlcm_al Produ\qtspf_ﬁce S

" AIFA Italian Medicines Agency : il iy
GMP Inspectlons and Manufacturing Authorizations of Medicinal Products Office - = - -
Via del Tritone; n° 181 - 00187 ROMA (1TALY] g N
Tel.+390655784489 Fax +390659784312
website: www.agenziafarmaco.it '

SIS: 1364

‘ ) Pagg 3
" LPC : )
GMP




no L--. &

i ad “Milanic

'-e51b1to e res

'resso 1

Busto

pfeSente - copla con
1to all‘lnteressato,

l'.

Ar51zl

COPIA CONFORME

Monza e Varese, che i R

.,oscrltta Valentlna Vernazza, notalo in Mlla—;

1 Colleglo Notarlle del DlStIEttl Rlunl— iy
: LOdl, :
forme 'all orlglnale del documento, a me )
in tre fogll olfre 3]

presente —f%f

ladlclassette

_MllanO,_Vla pr

&2 r11a501a per gll u
ata Cesare Batt15t1 n

si consentltl dalla legge E=====
2y

ventl aprlle dueml-'_j




6 UZ 1022/ 2017

Beglaubigung

Die Ubereinstimmung vorstehender Ablichtung
mit der beglaubigten Abschrift wird hiermit beglaubigt.

Freiburg i. Br., den 19. Mai 2017
MNotariat 6 Freiburg i.Br.
Fahnenbergplatz 4, D-79098 Freiburg i.Br.

for

Pohl, Notar
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Apostille

(Convention de La Haye du 5 octobre 1961)

. Land: Bundesrepublik Deutschland

Diese 6ffentliche Urkunde

2. ist unterschrieben von Justizrat Pohl

3. in seiner Eigenschaft als Notar

W 0 =~ O

. sie ist versehen mit dem Siegel

des Notariats Freiburg

Bestitigt
. in Freiburg i. Br. 6. am 26.05.2017
. durch Prasident des Landgerichts Neff
.unter Nr. E 910 - 947/17
. Stempel 10. Unt

%




