
Proclotto - Product 	1537 MINOXIDIL • MINOXIDIL - MINOXIDILUM 

Conformita Compllance EP 
Limo • Batch !gumbar 	F1200136 

Produttore - Manufacturer FARMALABOR SrI, Via PozzIllo 2.1. - 76012 Canosa dl Puglia (BT) - ITALIA 
Data produzionermanulactuting dele : 0610712017 	Dat. scadenza Explry dete; 21110212022 	 Dala di analladAnalyilla dabb 0710712017 

Produttore Materia Prima 	ICROM S.p.A. - Rana 
Raw material manufacturer: 	Vla delta Arti 33, 20863 Concorezzo (MB) 
Lotto produttore materia prima / Raw material manufacturer batch number: 009/17 

La natrla 'nima atzt• aut.-Izdata 4.41' Alfa vkapanna nam dal Farme.) ad asaer• riairma,rmaiaborcorakaakie Ilerl or 	ree maMW ir Namer lir air lareeN4  d   riparbla pe.eacramalnatann.t.ctcatunalabar. 

Langa, e d colore non piri 
'Nemca Y6 
..- 020A 

<20 Mav 20 ppm 

OTHER TESTS 
APPEARANCE OF 
SOLUTICN 
OPTICAL DENSITY 
(405nrn) 
HEAVY /AETALS 

Confame 

0 003 

<20 

RISULTAll SPECIFICHE 
FINISHED PRODUCT 
ANALYSIS 
NIR IDENTIFICADON 

PACKAGING CONTROL 

UMI INEJOHT CONTROL 

Carlorme 

Conlame 

Centama 

Ne 
tVa 

iva 

ALTR) TEST 
ASPETTO DELLA 
SOLLIZIONE 
DENSITN Ornca 
(450nm) 
METALLI RESAMI 

ANAUSI PRODOTTO 
FINITO 
IDENTIFICAZIONE NIR 	Conforme 

CONFEZIONAMENTO Conama 
PESO PER UNITA 	Min 5.00g -Mas 5.30 g 

7An 10.004 -Men 10.30 

Mn SO GO g - blaz 50 200  
Mn 100.00 g - Men 100.20 g 
Min 250 00 g - Max 250.109 
Mn 500.00 g - Man 500.10 g 

Coal and nor more Ihan Y6 Conalies 

<- 0.020A 	 0.003 

Man 20 pPai 

SPECIFICADONS 	RESULTS 
Conama 	 Comfaes 

CornIAIMI 	 Compies 
Ihn 5.000 max 5.309 	Ne 
Min 1003 g - Mat 10.309 	rila 

Min 5000 g • Mar SI)20 g 	Comta% 

Mn 100 00 -Mar 100.209 ole 
Mln 250.009 -14ex 250.10g Na 

Aln 500.02 g Max 560.106 Na 

Samic nservato alla Fermecia 

DATA RICEIIONE: 	 NR. INTERNO. 	 NR DDT/FATTURA: 

	

DATA FINE UTILIZZO 	 	 OUANTITAI: 

	

PREZZO AL PUBBLICO. 	 SIGLA RESP.LAB: 

DATA VUTILIZZO 

COSTO: 

Tre (Naloni. ur:Venita dr mrena. Rmanu° m, 
Thredi flopoitments. o unklue MII. Predin, i 

FARMALASOR Lij 

Prodano • Produal 

Conformita - Compllance EP 
Lotto - Batch ',Lumbar 	F1700136 
Produttore - Manufacturer FARMALABOR Srl, Via PozzIllo Z.I. - 76012 Canosa di Puglla (BT) ITALIA 
Data produzlonelManelaclunn9 dale : 06/07/2011 	Dali scedenza -E74AN duhu 261020022 	 Dala di enalleSAnalysis dale: 0710712 • .7 

Produttore Materla Prima 	ICROM S.p.A. - Italla 
Raw material manufacturer: 	Via delte Arti 33, 20863 Concorezzo (MB) 
Lotto produttore materia prima / Raw material manufacturer batch number: oogin 

La ~da nitma a neti Butaatnana dar Alba (Aganaaa Pahni 01 Farmaeal ad osam rannsabor riwactiorny acibrdy °t thls ta w material is 11.~ sy luta tiprisia imama 
dal Farana.) ripanda ~naphano, termama.. a «mamina,  

Tre chvisloni, un'unild dl ;Meni, Produ( fe 
Tlite, Illipuirrnents. unlque talil. ~dure Quality. 

FarmaCiSt1 Assoc tatl 	 FARMALABOR FJ FARMALABOR 	PARMALABOR 

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS 

FARMALABOR 
FarMaCiSti ASSOCiati 	

FD ~CAD« 	E2113141ALA13013 

	

CERTIFICATO DI ANALISI - CERTIFICATE OF 	ANALYSIS 
1537 MINOXIDIL - MINOXIDIL • MINOXIDILUM 

FARMALABOR 

NOME CHIMICO 	6-(piperldin-1-11)Manadre-2,441emina 3-casido 
NUMERO CAS 	3.13304.91-5 
FORMULA MOLECCLARE Ceniti/150 

PESO MOLEC(URE 	209.30/mol 

ANAUSI 
MATE« PRIDA 
	

SPECIFICHE 	 RISULTATI 

Citiral  NAME 
	

6-(Piperklin-1-A)pyrImbrne-2.4-dianees S-oxide 
CAS NUMBER 
	

36304-91-5 
MOLECULAR FORMULA C9H15N50 
MOLECULAR VVEIGHT 209.3 g / 

RAM MATERIAL 
ANAUSYS 	 SPECIFICATIONS 	RE,d S 

PESO PER UNITA' 
	

ban 1003.00g - Met 1000,10 g rja 

CONFORMITA' 

ALTRE DICHIARATE DAL USP 
PRODU1TORE 

ANNOTAZIONI 

LIMT WEIGHT CONTROL Mn 1000.00 0 - Mas 100110 g Ne 

CONPLIANCE 

OTHER 
	

DSP 
MaNUFACTURER'S 
DECLARATION 

NOTES 
PHEUR 

ASPETTO 

' SOLUBILITA' 

"•SOLUBIUTK 
OENT1FICA2IONE IR 
§SOSTANZE 

CORRELATE SIPIC) 

Pobere crislallIne Hanca o 	fantoma 
nate banca 
Peco warblo m soqua, 	Conlorme 
Nabile in melanolo 
Sobana/1n Nicole propleaco ita 
C oidelinia 	 Comtoma 
Imo EMax O 2% 	O I 

White or alnya °rale. 	Co. 
on/stalne po-r den 
Slightly koleba in wazar, 	Co• , 
soluble in malhama 
Solata in propylene glycol 	nrs 
COMO« 	 COn‘n 
Ime. E Max 02% 	O I 

Max 0.3% 	0.1 
PERDITA 	 Max O 5% 	 O 15 

ALLESSICCAMENTO 
§ CENERI SOLFORICHE Max O l% 	 <O I 

' TITOLO 	 99 O% • 101 O% (sagama 99 5 
essicca(a) 

nnin.13.aelaa 015% 
Ima. non spet Max O 10% 

<O 05 
<005 

Ima B Mey 0.15% 
oespecaled Irnpudiwa: Maa 
0.10% 
Tor Ima: Max O 3% 
Mat O 5% 

Max O l% 
99 O% • 101 014 (*led 
substance) 

<0.01 
<0.0) 

O I 
0.15 

<0.1 
99.5 

PH.EUR 
APPEARANCE 

' SOLUBIUTY 

W SOLUINUTY 
IR IDENDFICATION 

' §RELATED 
SUBSTANCES (HPLC) 

LOSS ON CHYING 

SULPHATED ASH 
ASSAY 

11 Nesente Deo a Male Labina In GMP deroNcina lemacounca Fartnalabor. 
ficoneschaa dalrAgerulo Indiane del Farmam 51 °Sega cona del ceri:Ilca° orNlnale 
del padata° deta nudena pdma 
CONSERVAZIONE 	Non soma previsi,* 'Narebri °onemelem ch eloccaggro. 

prOteggere della iuce 
CERTFICAZIONE 	11 ~utore daha ramena pfime diaNare che d prodalo 
ELSE/TSE 	 0 ptvodt conlammanone de BSETSE 

Tem esegovo preeso l Latoiaion Conuollo Grmite 
Frumaiabor.  
Tes. non di mame 
Tari °segalo en net/rala del uhana. 

1.1 prosena documento vaido earla Smea ed cepa confonno dal ~Oddata a 
analni grmelo In °Nihale ed archlwalo In Ferrnalabor nel relolivo balch record 

ras bakla bas been Manufantured in GlAn by lite pharmacevlical ege of nal/balina 
boensed by ALFA (Agenda Liljana dal Farma)). FInd etlached the copy nt Ihe 
cedrama ol enelysis of raw meletial manulamerer 
STORAGE 
	

Speaal morami condbons ere noi required Mest De 
protected kom igra 

13SECSE CERI1FICA1E The ~Nadure, declares lael the [vodka.; is BSETSE 
conirana...on free 
Tea penama by Farmalebors Quality Control 
laborelones 

s 
	

Non woUne !est 
s 	 Test pedorrned upon aralemers reques1 

Tttln documenl Is vatid ellhout sIgoalwo and a a comPlail cePY et IN/ "Ar" 
signal m apnel and °Navad In Farrnaleba In ils balch record 

Approvato da Persone Calailticata l Approved by Quallflad Parson 
Dr. Gabrieli. Chleppa 

FARMALABOR 5,1 
Head ottite Via Penino. zona ind. - 76012 CanoSa d4 Pugha (BI) • Italy 
Legal head office Vla Oberdan, 52 - 76012 Canosa dl Popila (St) - Italy 
Representativeoffice Vla Palermo, 23 - 20090 Man° 	- Italy 
EDAA Nadrl - RU(1.432773 -P105676410722" Cap.504. 360.000E0 IN 

Phone +39 08831975111 
Fax 	+39 0883 664 824 
Fax 	800 11112 208 

Info@farmalabodt 
Web ervatfarmalaltortt 

UnITTISCOO TOS 
lini ta iso nam Jon 

FARMALABOR Srt 
Head oftIce Via Patrih. zona Ind. - 76012 Canova di Puella (BO - Italy 
Legal head «Hee VIa Oberdan, 52 76012 Can0S3 di Puglia (80 - Italy 
Representative Office via Palermo, 23 -20090 Assayo (M0 Italy 
ECIAAGBarl-REAn.432772 P1 05676410722 - Cap. Soc. €360.0130,001.v. 

Phone +39 09831975111 
Fax 	+39 0883 654 824 
Fax 	900 085 708 

InfoSfarmalabohlt 
Web vonviarmaiabotil 

MIEN.CONS151.1114, 41.11ONEWALIIA 
4.1M1a11501001,CEM 
1.11tIllft1t41101)015 

EPTIr iLATI DA IFFIN.Uitli,  

V.00 FLB/ICR 	 Paš V.00 FLBACR Pag.2 of 



ORIGINALE DEL PRODUTTORE l MANUFACTURER ORIGINAL CoA 

C7forn Certificate of Analysis 

Prodovi: Minnxidll 	COPY Q. APPROVED 
Batch nornher 009.11/ 

0 5 MAy201? 
Batch size: 350.0 Kg 

AllttlY81$1911tIber:PF028/17. 

Quahty sttazd r.PIL~eni-Bdita, 	  

CAS =bor. 38304.91.5 

ICROM code: YR-0045 

Manufactoring data: Februar/ 2011 

Expity date: ~on 2022 

PARAMETERS RESULTS SPECIEFICAIIONS 

C 	ocen 

Appeata< Coinplia White to ihta white po,det 

I 'tipalom 
IR Podte Trositi,. 

001 . 	2% lionethanokvatet (LI) Compltes Chez, 504 SO1. Ys 

Optical densIty (4$0 rot) 0.003A <0.020A 

So!plated *A 0.1 00.1% 

I toavy metali (Ph) < 20 ppm 0 20 ppm 

Inn en drying <-0.1% <0.5% 

Reillied lUb-Mallea lirPLC),  

SPreffiedigaStUs 
Lmpurity B 
lutPutRY 0 

čhispectfitd inqnritin 
Inzpurity A 
Any other impurity 

Toul impznttia 

<0113% 
0.1%  

<0.05% 
<005% 
0.1% 

50.15% 

00.10% 
<0.10% 
00.3% 

Atectv: 

Potentiotoctric (dried tuhtate) 100.2% 90.0% to 101.0 

Conchution: tiso test rcsulls mat tyttla spec10 cations. 

   

Quality Anna Revision: cro5-20:( 4.4ar31-5- de.t<cc6....< 

I dodate that Ihe prod= is menufactured in aceordance with the gulden.= on Good Mafactuting Practice for 
Active Substances 

Ottalifted penon Reta=e,-Cala CR/0345.0' 

/MM 54A. -ManaNnolion Sler VI. elde Ani 33.20.63 rman:m - 
Tzt 'W (U)39 «CM - .11(009 6011792 - Ft* len~ras.i. -Web wnlcrenean 	

Nto trt 
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