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Prodotto - Product

1537 MINOXIDIL - MINOXIDIL - MINOXIDILUM

Conformita - Compliance EP

Lotto - Batch Number

F1700274

Produttore - Manufacturer FARMALABOR Srl, Via Pozzillo Z.I. - 76012 Canosa di Puglia (BT) - ITALIA
Data produzione/Manufacturing date : 28/11/2017

Data scadenza - Expiry date: 31/08/2022

Data di analisi/Analysis date: 30/11/2017

Produttore Materia Prima
Raw material manufacturer:

ICROM S.p.A. - Italia
Via delle Arti 33, 20863 Concorezzo (MB)

Lotto produttore materia prima / Raw material manufacturer batch number:  030/17

La materia prima é stata autorizzata dail’ AIFA (Agenzia taliana del Farmaco) ad essere

Farmalabor repackaging activity of this raw material is licensed by AIFA (Agenzia Raliana

ripartita presso lofficina farmaceutica Farmatabor. del Farmaco)
NOME CHIMICO &-(pipendin-1-ilpinmidin-2 4-damina 3-ossido CHEMICAL NAME 6-(Piperidin-1-yf)pyrimidine-2 4-diamine 3-oxide
NUMERQ CAS 38304-91-5 CAS NUMBER 38304-91-5
FORMULA MOLECOLARE COH1SNSO MOLECULAR FORMULA  COH1SNSO
PESO MOLECOLARE 2093 g/ mal MOLECULAR WEIGHT 2093 g/ mol
ANALISL RAW MATERIAL
MATERIA PRIMA SPECIFICHE RISULTATI ANALISYS SPECIFICATIONS RESULTS
PH.EUR PH.EUR
*ASPETTO Polvere bianca o quasi bianca Canforme * APPEARANCE White or almost white powder  Complies
¢ SOLUBILITA Poco solubile in acqua, Confurme * SoLUBILITY Shghtly soluble in water, Comgplies
solubile in metanclo soluble in methanol
* # SOLUBILITA' Solubile in glicale propilenico  Conforme * # SOLUBILITY Soluble in propylene glycol  Complies
* IDENTIFICAZIONE IR Conlorme Conforme * IR IDENTIFICATION Comphes Compfies
* § SOSTANZE Imp. B: Max 0.15% =<0.05 * § RELATED Imp. B. Max 0.15% <0.05
CORRELATE (HPLC) SUBSTANCES (HPLC)
mp. E: Max 0.2% 008 Imp. E: Max 0.2% 0.08
lry. non spec.: Max 0.10% <005 Unspeciied impurities: Max ~ <0.05
0.10%
Tot imp.: Max 0.3% 0.08 Tot. imp.: Max 0.3% 0.08
* PERDITA Max 0.5% 020 * LOSS ON DRYING Max 0.5% 020
ALL'ESSICCAMENTO
* § CENERI SOLFORICHE Max 0 1% <01 " § SULPHATED ASH Max 0.1% <01
*TITOLO 49.0% + 101.0% (sostanza 996 * ASSAY 99 0% + 101.0% (dried 996
essiccala) substance)
ALTRI TEST OTHER TESTS
ASPETTO DELLA Limpida e di colore non pils Conforme APPEARANCE OF Clear and not more than Y6 Comyplies
SOLUZIONE inlenso di Y& SOLUTION
DENSITA' OTTICA <= 0.020A 0.004 OPTICAL DENSITY <= 0.020A 0.004
(4500m) (4050m)
METALLI PESANTI (Pb)  Max 20 ppm <20 HEAVY METALS (Pb) Max 20 ppm <20
ANALISI PRODOTTO FINISHED PRODUCT
FINITO SPECIFICHE RISULTATI ANALYSIS SPECIFICATIONS RESULTS
IDENTIFICAZIONE NIR  Conlorme Conforme NIR IDENTIFICATION Complies Comphes
CONFEZIONAMENTO Conlorme Cenforme PACKAGING CONTROL  Complies Complies
PESO PER UNITA Min500g-Max 5309 wa UNIT WEIGHT CONTROL  Min 5.00 g - Max 5.30 g na
Min 10.00 g - Max 10.30 g wa Min 10.00 g - Max 1030 g na
Min 50.00 g - Max 50 20 g Conforme Min 50,00 g - Max 50.20 g Complies
Min 10000 g - Max 100209 n/a Min 100.00 g - Max 100209 nla
Min 250.00 g - Max 250109 wa Min 250.00 g - Max 250.10g  n/a
Min 50000 g - Max 500.10g  n/a

Min 1000.00 g - Max 1000 10 g w/a

Min 50000 g - Max 500.10g  nfa
Min 1000.00 g - Max 100010 g n/a

FARMALABOR Sri

Head office Via Pozzillo, zona ind. - 76012 Canosa di Puglia (Bt) - Italy
Legal head office Via Oberdan, 52 - 76012 Canosa di Puglia (Bt) - Italy
Representative office Via Palermo, 23 - 20090 Assago (M) - Italy

CCIAA diBari- REAN. 432773 - PI 05676410722 - Cap. Soc. € 360.000,00 v,

Phone

Fax 800 085 708
E-mail

+39 08831975111
Fax +39 0883 664 824

info@farmalabor.it
Web www.farmalabor.it
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Prodotto - Product

Conformita - Compliance EP
Lotto - Batch Number F1700274

Produttore - Manufacturer FARMALABOR Srl, Via Pozzillo Z.I. - 76012 Canosa di Puglia (BT) - ITALIA
Data produzione/Manutacturing date : 28M11/12017 Data scadenza - Expiry date: 31/08/2022 Data di anlliii‘Andys-ls date: 30/11/2017

Produttore Materia Prima ICROM S.p.A. - ltalia
Raw material manufacturer: Via delle Arti 33, 20863 Concorezzo (MB) 7

Lotto produttore materia prima / Raw material manufacturer batch number: 030/17

La materia prima e stala autorizzata dall’ AIFA (Agenzia Haliana del Fammaco) ad essere

Farmalabor repackaging activity of this raw material is licensed by AIFA (Agenzia ltaliana
ripartita presso I'officina farmaceutica Farmatabor.

del Farmaca)

ANNOTAZIONI NOTES

This batch has been manufactured in GMP by the p dical site of F A
licensed by AIFA (Agensa Makana del Farmaco). Find attached the copy of the
certificate of analysis of raw material manulacturer.

STORAGE Spedcial storage condilions are nol required, Must Le
potected from kight

The manufacturer declares that the product is BSE/TSE

Il presente lotto @ stato fablricato in GMP dall“officina farmaceutica Farmalabor,
riconosciuta dall Agenzia ltallana del Fatmaco. Si allega copia del cetlificato onginale
del produttore della materia pdma..

CONSERVAZIONE Non sono previste particolan condiziont di stoccaggio;
proteggens dalla luce,

Il produttore della malena pama dichiara che il rodotio

CERTIFICAZIONE BSE/TSE CERTIFICATE

BSE/TSE @ pivo di conlaminazione da BSE/TSE contamination free .

" Tesl eseguito presso i Laborator Controflo Qualita  * Test performed by Farmalabor's Qualty Contiol
Farmalabor, laboratories.

§ Test non di routine. § Non routine lest

" Test eseguito su richiesta del cliente L

Tes! performed upon customer’s request.

This document is vaid withoul signature and is a compliant copy of the analysis
signed in odginal and archived in Farmalabor in its batch raw!d

Il presente documento ¢ valido senza fima ed é copla conforme del cerificalo di
analisi irmato in onginale ¢d arclwialo in Farmalabor nel retativo batch recodd

Approvato da Persona Qualificata / Approved by Qualified Person
Dr. Gabriella Chieppa

Spazio riservato alla Farmacia 2
DATA RICEZIONE NR. INTERNO: NRDDTFATTURA.
DATA 1"UTILIZZO: DATA FINE UTILIZZO: QUANTITA" é '
COSTO: PREZZO AL PUBBLICO SIGLA RESP.LAB: .. r

FARMALABOR St Phone  +39 0883137511 S M RN OBk
Head office Via Pozzillo, zona ind. - 76012 Canosa di Puglia (Bt) - Italy Fax +39 0883664 824 s
Legal head office Via Oberdan, 52 - 76012 Canosa di Puglia (8t) - italy Fas 800 085 708 L IRILITY
Representative office Via Palermo, 23 - 20030 Assago (MI) - Italy E-mait  info@farmalabor.it
CCIAA diBari- REAN. 432773 - PI05676410722 - Cap. Soc. € 360,000,00iv. Web www.farmalabor.it
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ORIGINALE DEL PRODUTTORE / MANUFACTURER ORIGINAL CoA.

—gfﬁ’f O Certificate of Analysis

Product: Minoxidil !CQ: Y OA VED LaS number: 18304918
Batch number: 030117 i ICROM code: PF-0008
Bareh size: 125 Kg i 20 BCT ¢ fanufactariing date: Asgust 2017
Analysis aumber: PFI80/17 | A Expiry date: August 2022
Creality standand: Eur. Ph % LS G sisasd
| PARAMETERS © RESULTS SPECIFICATIONS
Characiers ]
Appearmsce  White to almost white powder
ton 2% in - methanol-water b " Clear, < Ref. S:i-.‘;, 1
T R A
Suptmats
He < ;.‘u husel
Lossandeying e, o e [0

Reinted substances (HPLC):
Specifind !"H‘f‘ltl’ﬂfﬂ\“

Impurity B <0.13%
ipitrity I =0.2%
o impuritics
< .05% %0.10%
< 103% £0.10%
Tetal wpurities < 1.05% s03% -
Fedssay:
iﬁnlcullum:uir {elried substance) 00.8% 99.0% 10 101.0%

Cenclusion: the test results moet with specifications

Quelity Assurance Revisinn;

Dale: October 17,2017
Luipgi Renzi

Opomttor
SEER 0 o

L deciare that the product is manufactured in iance with the gaj
Active Substances

(hblified Person Release:
Aag .h.ju!l!{"-'ff”

delines on Good Manufacnuing Praetice for

ICROM Sp A = Misufac luring Site: Viz datie An( 13, 20863 Conmommzrrs =aly

Tel + 1070149 6041816 - Fax: 39 {0149 (1041 147 - Emmalh: kerani@

2om ~Weh ait: wiw |
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