
Prodreta - Product 	2189 SPIRONOLATTONE - SPIRONOLACTONE - SPIRONOLACTONUM 

Conformili - Domenama EP 
Lotto- Batch Ntimber 	F1600150 
Produttore - Manufacturer FARMALABOR Srl, Via Pozzillo Z.I. -76012 Canosa di Puglia (BT) - ITALIA 
Dala pradumnerManufactureg data : 01/0412016 	Dala scadenza Explry dale: 2010412020 	 Dale di analistAnalysis dane: MMCM 

Produttore Materia Prim 	SANOFI Chimie S.A. - Francla 
Raw material manufacturer: 	Vertolaye, 63480 
Lotto produttore materia prima J Raw material manufacturer batch number: 1506222593 

La matarla parna i stati ~ottani dat MIA (Agenda lianam del Farmace) ad **mre 
/tesnita pnasse rellICIIIS /uma [aut.. Famulabor, 	 del farmama) 

Farmalaber repackaterie eiiolny ot Mii mar material lis lleenied by AlrA grmela kakim 

Prodono Product 
	

2189 SpIRONOLATTONE - SPIRONOLACTONE - SPIRONOLACTONUM 

Conkennitil • Domenama EP 

Lotto - Batch Number 	F1600150 
Produttore - Manufacturer FARMALABOR Srl, Vla Pozzillo 2.1. - 76012 Canosa di Puglia (BT) - ITALIA 
Data produzene/Manufaclufing dira : 01/04/Z014 	Data scadanza - Reko dale 2003412020 	 Data t anali:sl/Analyse 4a5e:136/06/2016 

Produttore Matena Prim 	SANOFI Chlmie S.A. - Francla 
Raw material manufacturer: 	Vertolaye, 63480 
Lotto produttore materla prima I Raw material manufacturer batch number: 1506222593 

La rasla prima • MAY ...Orl EM la eno 111FA (Ageresla kallana da trato) ml nam Fale/tabor repackarre aceivity tNs rale material It Nesnimi by AlFA lagenata Palm 
~Mia proze Mencina fammceueca ~tabeli 	 dat Fanoaeot 

- 

FARMALABOR 
, 	- 	t i 

Tie Oleseni. un'unlii 01 innenll, Prodane quallta. 
Vnet Pepommengc. o unhoue tont Prodna ~PIP 

FA MAL A13013 fr; FARMALABOR it) FAR MAL ASOM e: FARMALABOR 
Farinacisl. As t..t.itati 

Tre 01v/sloni. Likoma di imeni i. Pketutie (kmeta 
note !lepot:mann. a wilque 	wommr Ovolity 

FARMALABOR 	FARMALABOR 	FARMALABDRIE 

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS 

ROME CHIMICA 

NUMFJ30 CAS 

FORMULA MOLECOARE 

PESO MCI.ECOLARE 

ANALISI 
MATERW PRIMA 

PH.EUR 
ASPETTO 

" SOL-OBUTA' 

" IDENTIFICAZIONE 
ICENTIFICABONE TLC 

ROTAZIONE 0131CA 
SPECIFICA 

SOSTANZE 
CORRELATE (HPLC) 

MERCAPTO COMPOS11 
UBERI 

PERDITA 
ALLESSICCAMENTO 

CENERI SOLFORCHE 
TIT= 

OR1-7atAcalikullan:10.9.4orlidro-(510-514/Mandlesl4a CHEIBCAL 144ME 
ne-17X-fwen)-3.5'4one 
52-014 
	

CAS MRPR 

C24H3204S 
	

MOLECULAR FORMULA 
4188 0/mol 
	

MOLECULAR WEIGHT 

RAW MATERIAL 
SPEOFICI1E 
	

RISULTAll 	 ANAUSYS 

PH.EUR 
Pokom di mete gumi Ume° Conloone 

	
• APPFloaaurE 

larlaCamenleineolubilairt 	Centom. 	 • SOLUWUTY 
IMMO. Solubile lti clanolo 
(90%) 
Conlorme Mo slaMwd 	Conama 	 • IR IDENTFICATION 

Posilwo 
	

10E11111:CA110N BY TLS 
-41' • -48' (sostatiza 	-42 

	
• SPECIFC OPTICAL 

eseccata1 
	

ROTATION 
Imp. I Mas 0.5% 	 40.05 

	
• §RELATED 
SUBSTANCES (BRIC) 

Ime E.Max 0.3% 
	

4.05 
Ime F:Max 0.3% 
	

40.05 
Ime k Max 02% 
	

0.10 
IrTei Ci MM 02% 
	

40.05 
Ime- non Spor.: Mag 0.10% 

	
40.05 

Ime. tott Mas 0 n4 
	

0_10 
<4.1 ml di Lela ealuzleee 

	
0.0 
	

FREE THIOL 
lato 0.01N 
	

COMPOUNDS 
Mat 0.5% 
	

0.13 
	

' LOSS ON DRYWO 

Mm 0.1% 	 .4 0.) 
	

• § SULPHATED ASH 
97.554 • 102.0% (nostanza 

	
100.8 
	

• ASSAY 
osamela)  

OR7IRACelesulfany0-3•ForfeydreayetsproLoommet. 
4ene-17.24llran4-3,5•41ona 
52-01-7 

C24113204S 

418 8 tene 

SPEOFICA•110118 
	

RESULTS 

Pracerker 	powdo 	ComMes 
Pati:0.11y inscruble In Walee CoMPies 
sekat In ethertol (96%) 

Compfes with the standard 
	

Complus 
Posteo 
	

Poete. 
-41.4 -4411• Mrhe SUltetarlere) -42 

Imp. l: Rex 0.5% 	 40.05 

Ima. E: Max 0.3% 
	

<0.05 
Imp. F: Mut 0.3% 
	

40.05 
Imp. A: Max 02% 
	

0.10 
Ime. C: Mar 0.2% 
	

<0.05 
Unspecfled 	 40.05 
0.10% 
Tot Itryt IAax 0.7% 
	

0.10 
<4 0.1m1 of a 0.01N edino 

	
0.0 

&dogon 
Max. 0.5% 
	

0.13 

Max 0.1% 
	

< 0.1 
97.5% • 102.0% (dded 
	

100 B 
substance) 

ALTRI TEST 
ROTAZIONE OTTICA 	-45.0 • -41.0• (metana 	-42.5 
SPECWICA 	 tomizma 25t. col% nW. In 

etanol° 98%) 
PUNTO CI FURORE 	(1BS • 209)-C 

	
208 

SOSTANZE CORRELATE 09n1 alba trupwant: Mar 0.02 
(MRLO 	 0.10% 

hm. ict. Mas 0.5% 	<4.1 
Centenono: Max 02% 

SOIVENT RESIDUI 	Metanol° 4- 500 ppm 	430 
Isopropando <• 1000 PPM 	91 
Didommelano m 500 ppm 450 
PIP:Ine m 203 PPM 	440 

TITOLO 	 97.014 - 103.014. BRC 
	

101.3 
Dretama memala) 
910% - 102.0%, UV 	09.3 
(aoslanza esslozahe) 

DIMENSIONE 	 4- 5 um: nin 5014 	73 
PAR110ELLARE 	pletemanazione In wilume 

4.15 um :Mii 95.0% 	99 
(determinaziono In volane) 
<4 30 um: IM% 	 100 
(dateminedono In Lukine) 

Gadoma 

CONFEMONAMENTO Conlarrie 

PESO PER UNITA' 	MM 1.05 -11m 1.150 

Min 5110 - Muc 5.30 

Wn 10.00 - Max 10.00  9 
Itn 100.00g Matt 10020 g 

OTHER lESTS 
SPECIF1C OPTICAL 	-45.0 •-41.0' (Mlad 	-42.5 
ROTATON 
	

substance. 25C. ml% m/v. 
lo ethanol 96%) 

MEL11NG POINT 
	

(198 4  209)•C 
	

200 
RELATED SUBSTANCES Any other ImpoOtr. 0 0:10% 002 
PIPIC/ 

Tett Imemitles: Mas 0.5% 	<01 
Canranone: Mat 0.2% 	<0.1 

RESIDUALS SOLVENTS Methenol 500 ppm 	430 
IsoM0Pano1  ••• 1000 PPM 	91 
Dichloromathene <o 503 ppm 450 

Prinos -203 ppm 	440 
ASSAY 
	

97.014 103.0%, FIPLC (on 	101.3 
&led mest) 
97.0% - 1°2.0%, UV(dlied 	99.3 
suhemu/i) 

PARTICLE SIZE 
	

4.5 um: min 50% 	73 
Melemlnatlon vama/ 
4.15 um : fen 95.0% 	09 
(detominaten in volem) 
<• 30 urn: IGO% 	 IDO 
(dateminallon In voIume) 

FINISHED PRODUCT 
ANALYSIS 	 SPECIFICAMONS 

	
RESULTS 

NIR IDENT1FICAT1Cel 	Comples 	 Compkol 
PACKAGING CONTRIZI Coeiclas - 	 Cempries 
URIT WEIGHT CONTROL Ltd 1.05 Max 1.15 

lan 56/3 g -Maz 5.300 	n/a 

Wn 10000 -M« 10.30 
	

Comptes 

Mln 100.03 -Max 10020 	n/a 

SPECIFICHE 
	

RISULTAll 
ANAL151 PRODOTTO 
RNITO  
113EN1IFICAZIONE MR Conlorme 

Conknne 

Me 

rlxs 

Confortne 

Na 

M.TRE TEST 
1DENTIFICAZIONE UV 
IDENTIFICAZIONE LC 
ROTAZIONE OTT1CA 
SPECIFICA 

CONFORMITA' 
	

COMPUANCE 
ALTRE DICHIARATE DAL USP. LIP 
PRODUTTORE 

OTHER 
MANUFACTURERS 
CECLARATON 

USP, JP 

ANNOTAZIONI 	 mons 
II preselite Me d simo Debatam In OOP darofkina tarreaceolka Farmalabot, The balah has bae.i minufectured In GMP by the theme:sukal site M Formalahor, 
ficonescluta eatrAgenzia Ilatana dol Finem Si enega coli. mi °MMCM° °Ninah> llemitited hy NFA (kimala taktna del Firmam). Fine attached te oopy of the 
del produtero della materia 	 cedificale ol analysed rem rrel,4S manufacturer. 
CROVi0 	 II test por t taC4710 non 4 stalo efleguato ln quento OIRCMIUM 	 The test for Chreirten has not boort canied ml, m IM 

alemenlo non t Minato not poram ih SrddS. 	 element ls lict used OHM SyntheSIS ROM«, 

Poreko 	 Po 
PosItlyo 	 Posesa 
-37.0 • -33.0 Dosbnza 	-350 
essiocata.20C, ml% mk. In 
clorolocedo) 

-36 O 
medmete 25•C, mt% Mio M 
cbcolormio) 

OTHER TESTS 
UV IDENTFICATION 
IDENTIRCAZIONE LC 
SPECIF1C OPTICAL 
ROTATION 

Posesa 	 Padlim 
Posiliva 	 Pasnim 
-37.0 • -33.0' (Med 	45.0 
subdance. 20C, c441% vik In 
ahlomiorrn) 
-37.0 -• -33.0' ROM 	-36.0 
sit:stance, 25C. eit% oh, In 
chloroforre 

FARM/MASOR 5tI 
Head office Vla Pozillte, zona ind. • 7601? ranima di Pelle (Rt). Italy 
Legal head etike Via ObefOtin. 5? 76012 Elmo di Paylla (Bi) • Indy 
Repnic/Batke offim Vla Pakesme. 23.: 20090 A4Sa10 (Mil Italy 
CCIAArli Sad -REMI. 452m-11056,64/4022 • Cap.54c 43641000.00im 

Phone • 39 011831P75111 
Fiz 	•39 0883 664 624 
Fat 	800 081708 
Ehnon 'Mogi atmalabor it 
Web www.farmatebocit 

ta Oltrinmertate• 
eler~bilatteletalkliamil 
ltmemmeaMr, tat,mlnd 
mmarmarme9 terMlattem 
1150911elttMe 
110 mentIMS 

FARMALABOR 5r1 
llea.d *like Vla Paule°. zona incl. • 76012 Caena dl Rigle ISt) Italy 
Legal head °Hee Vla Etbeedze. 5? - 7601? Carlosa 01Puglia MD • Italy 
Repimentahre olike Via Paleme. ?I- 10090 Assap (Mij - Italy 
<CIPA M 841I- REA 4.431713 • P101636410722 •Cap.5er. C 360.000.0014 

MMI? 439 08831979111 
rov 	439 0083 664 824 
Fax 	800 MB 708 
F-mel 	aelarmidabcrit 
Weh www.Larmalaberlt 

loosil4aatrlsac 
MainivimaalltialriltaraiN 

l. t t,resi 	mimo 

ciosso 
lite101140,4 
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SANOF1 

CERTIFICATE OF ANALYSIS 

SP1ROWLACTONE MICRONISEU 

1806152180 

Hatch number : 1205122593 
Patina: 1090540625 / April 28. 2016 Del 	1010I59546 

Prodotto - Produet 
	

2189 SPIRONOLATTONE - SPIRONOLACTONE - SPIRONOLACTONUM 

ConformItl - GOMpllance Ep 
Lona - osteh Number 	F1600160 
Produttore - Manufacturer FARMALABOR Srl, Vla PozzIllo LI. - 76012 Canosa di Puglia B•1) - ITALIA 
Data produzionalManulactring dala :011060015 	Data selidenza-Expirydate: 2010412020 	 Data dl 	liIAnat1tslt dahi: 05105/201$ 

Produttore Mateda Prima 	SANOFI Chlmie S.A. - Francla 
Raw material manufacturer: 	Vertolaye, 63480 
Lotto produttore materia prima l Raw material manufacturer batch number 1506222593 

La materin prhne • awa attodrata dar AWA 510enala Italian del Fannete) ud mann Fanalaber motite° «13,331 14t3ds 	maierlal l, linmed by 3335  iallwan 05.5,35  
5parilla pessotolikina rannaceutica navdal., 	 del Fanine, 

ANNOTAZIONI 
	

NOTES 

FARMAIMIOR Srl 430583W/5111 l•••••••••••• Petne 
Fax Head Office Vla Parita. Rta kid.. 75012 (uma dl PIINO (Be) • rtaly 39 0883564 i2a OnntatiulltlaelanAond 

Legal bead ofikeVia (tetin. 52 i 75012 Ganeta dl Pages 030 • Italy Fax &t OBS 708 
(3335•9 ir3,33 

Reptesentative «tka Vla Palomo, 23 - KOSO AWa50 (1.10 	Italy laloalrertnetabm.n 61,1002051 
(CIAM513.51.  FIFA a.4)2773 P1055754K022 -Cap.Sec.C360.000.00b5 Web wenviarmaLabor.lt eselic•553« 
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ORIGINALE DEL PRODUTTORE / MANUFACTURER ORIGINAL CoA 

FARMALABOR 
s' Farmacisti ASsociati 

Tee dlklslonl. un'unit6 di intenci. PiadUrre qual114. 
Tfuee Ospoilenents, o un5w• voil(, ProdUCe QuOlity. 

FARMALABOR fzi3; FAR MALABOR 	FARMALABOR 1:1 

15214 .J 15 

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS 

II Nesete lotto A Mato tabbnesto in GRA derufkina termattotica Farmalabor, 
tioanoseiula daltAgenda Itaiana del Romam. Si Mega coNa del ceri:tato oritinte 
del podullore detla matna Pits-- 
IMPURFWV 	 Albe Imporezze °Batate voliti domete nella USA 
ORGANICHE VGlATILI 	non osno utIllnala nel procesa° d &Nes" 

Test medi retine 

TtA «mut presno l laboralori Gonlroao OraltA 
Farmskem 

CERTIFICABONE 	II produltre della teleti Nima ~sta che II postilo 
BSE/TSE 	 l pivo 0 mitninama. da EISE/TSE 
GONSERVADONE 	Gonseivareal riperodala luce 

n pimenta docurneto tildo ~za Orme ad 6 coNa cordomo del cedilca° cl 
analni Sonato in onginale od athlybsto In Farmalabor nel relativo balah tecoid 

This Web bas beti mentreactured in GMP by the plustmeubcal alte M Fartnalehar, 
kensod by ANA (Agenta Rahne del Farmam). Find attached the copy ol the 
petami° ot onalysis • nen matedel tanita:tures 

ORGANIG VOLA11LE 	Mar mota vdate tinpurilles (OBA descnbed In the 
IMPURMES 	 USP aoe nol used in Itt syntesis process. 

5 	 Non modne lest 

Testa partomod by Famelabots Quality Control 
labotalorks 

BSE/TSE GER11FICA1E The manutacluter declases that the product is BSE/TSE 
oonlarninton trge 

STORAGE 	 Store proteded from light 

11* dommeM N valet tihost signature and Is a carrplant copy M the anelySIS 
55Ined In original and tali/ved In Farmalabor, in t beteli tword 

Manuracturint data 
Fapiry dat. 

ciorass motnem 
(napotim lot sambe. 
Compliance 

RINIcal metal 

	
: April 21, 2015 
: April 25 2020 	 Rani date 

: CCF.2255.006.1 1.11 
: Slonet contrelled Nom ampera:trt (up to 20E1. 

: Udi Issidi is astepted and cornpllei wit the rpeenttesilow. 
6611259 

Analytleol renta 
	 Spednesinnts 

Cannera 
	 ~im 

	 i•ankeally *dat paver 

Intit15inLtoa ta 
	 motit' 

	 italaW. 

tem Lcsoes lito. sv 
	 Otom.. 

31•335155catLca LC 
	 ros ics.• 

	 vosati.. 

5552233c otteal motom eclnC 
Is •i t ./., le almotem? 
‘-52513151  opeln1 zotalea au 21•C 
le • I 3525. ,132 ehSa,ttnssi I•1 

NA 

Approvato da Parson. Quallficata / Approved by ClualIfled Parson 
Dr. Gabrieli& 00nel:m 

Watta. opite.] mastim at 2.-C 
le . sl a/ Ti  in ettyl oleobtil ta 
teNt lnl 

HelsIrs pitat 
i - <metom 
- pay osut mm lat 

ac • =sl lepit ltlit Usuta. 
535• 35Orcapto conah, /.31 

ar. - znosna?' •Ice-4.1 
W - Otettarmatima 
fic 	wriNtim 
ms. os dotis 
wwww4 

Wati  W tC 131 
Ana/ kr eremrophettutity l l 
2435153n •• s on I damsecination ia 

nnl 

4 	a. 

10 
51 

5.) 
40  

9.0 
0.1 

101.2 
9/.1 

• 

331 ta M •C 
53 3.2 % 015 

0340 % 3,333  
.3,  0.5 	I 	12.1ti 

dee mm 
•• ste nei 

til Wel 
sa io0 15. 

5.• 	ste 
0.0 i ./. 

tr 	to 	Oi.S1 uho 
ti. 	te ded.1 

95 l 

DATA RICEZIONE: 

SpazIo dservalo eila Farmacia 

NR. INTERNO: 	 NR DDTWATTURA: 

DATA l'UTILIZZO: DATA FINE UllUZZO: 	 QUANT1TA': 

COSTO: PREZZO AL PUBBUCO: 	 SIGLA RESP LAB: 

rise 01 out of 02 

5554 Chern- 23350~3- nosu . 553 332 (25: 72 ns.  so -P.. 322 555ln si 55m. alinAtlare 
••542.3.3a • 04•33n 	 Cati...4131.1••=.1",), 

Pata of5 
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