SANOFI

CERTIFICADO DE ANALISE

Produto: CLORIDRATO DE CLORPROMAZINA Nuimero do Lote
Cdédigo: 000102486 451552
Data de Fabricagdo: 21.01.2014
Data de Validade : 20.01.2019
Lote do Fornecedor: Gs02003
Data de Liberagdo : 26.02.2015
Referéncia MP-0406-02
Descricgido : Pé
Testes Limite Resultado
ASPECTO Pé cristalino branco ou quase Corresponde
branco
IDENTIFICACGCAO
e IR O espectro da amostra é Positiva
similar ao espectro do padriao
e CLORETOS A solugdo amostra responde ao Positiva

pH

SUBSTANCIAS RELACIONADAS

e TIMPUREZA A

IMPUREZA B

e TIMPUREZA C

e TIMPUREZA D

e TIMPUREZA E

* TMPUREZA INDIVIDUAL DESCONHECIDA

e TOTAL DE IMPUREZAS

* TMPUREZA F

teste de cloretos

25°€n 3,5 — 4,5

< 0,15%
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SANOFI

CERTIFICADO DE ANALISE

Produto: CLORIDRATO DE CLORPROMAZINA Numero do Lote
Cédigo: 000102486 451552
Testes Limites Resultado

METAIS PESADOS
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PERDA POR DESSECACAO < 0,5% 0,2
CINZAS SULFATADAS < 0,1% 0,1
DOSEAMENTO 99,0 - 101,0%, sobre 99,7

substancia seca

SOLVENTES RESIDUAIS

e ACETONA < 0,5% 0,2

Certificamos que este lote foi testado de acordo com as normas vigentes de GMP e atende as
especificacdes.

Emitido em: 28.04.2016

50//B. da aJunhﬁi:f

RF-SP -B4160
Controle de Qualidade
Sanofi Farmacéutica Ltda,
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SANOPI CHIMIE
45 chemin de METEZLINE BP1S5
04201 SISTERON CEDEX

Certificat d'analyses

Certificate of analysis

SANOF!

IDENTIFICATION/INDENTIFICATION

i Spectre inf:arauggflnirared spectrum
Réaction des chlorures/Chlorures asgsay

BSSAT/TESTS

pH de la sclution agqueuss a 10%/
pPH of 10 % agueous solution
Inpureté& F/

Impurity F

B white or almcst whité, crystelline
powder :

:
conforme/Complies

Conforme/Compl ias

3.5 34,5
3,5 to &.5

zas supérisure & 0.15 p.cent

Not more than 0.1%5 p.cent

Conforme/Complies

Cconforme/Complies

< 0.15 p.cent

Téléphone:+33(0:4 22 33 32 20
Talécopie:+33{(0}4 92 33 33 29
/”,’ 1
Axticle : 230387E Batch number . GS020034
Denomination : CHLORPROMAZINE CHLORHYDRATE
Control number : LCF/50412
.
Manufacturing date : 21-JRN-2014 ’
Retest date . 20-JAN-2019°
Monograph ; CHEM-MONO-PE-Q0034 _V3.0
Certificats version: 2
g & Y
CON"I‘ROLES/TESTS NORMES/ SPECIFICATIONS RESULTATS/RESULTS
CARACTERES /CEARACTERS
< B
Aspect/ Poudre cristailine blanche ou POUDRE CRISTALLINE SENSIBLEMENT
sensiblemvent »lancha/ BLANCHE
Appearance

rap coa resultats V3
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OFI CHIMIE

45 chemin de METBELINE BPLS
04201 SISTERON CEDEX
Téléphone:+33(0)¢ 32 33 32 00
T&lécopie:+33(008 92 33 33 23

Certificat d'analyses
Certificate of analysis

SANOFI

Article 1 2203B7E
Penomination

Control number LCF/a0412
Manufacturing date : 21-JRR-2014

Retest date 20-JAN-201%

#atoh number
CHLOFPROMAZINE CHLORHYDRATE

: G802003

Menograph . CHEM-MONO-FE-0UC34 V3.0
EF:ertificate version: 3
CONTROLES/TESTS " NORMES/SPECIFICATIONS - -  RESULTATS/RESULTS _

- impureté A/
- dimpurity A
- impureté B/
~ impurity B
- impureté C/
- dmpuxity C
~ impureté D
- impurity D
- impuretd B/

- impurity B

. chague autre impuretd/
- each other impurity

- somme des impuretés/

- sum of lmpurities

Métaux lourds/
Hoavy matals
Perte & la dzssiccation/

4 Loss on drying

Cendres sulfurigques /
Sulphated ash

POSAGE/ASSAY

Teneur en chlerhydrate da chlorpromazine
pour 100 g da substance deysdchds
Chlerpromazine hydrochloride calonlaced

with reference to the dried substance

Pas
Mot
Pas
Not
Pas
ot
Pas
Not
Pas
ot
Pas
Hot
Fas

Not

Substances apparentées pax opL/nelated subskances by LC

supérieure 3 0.15 p.cent
wore than 0.15 p.cent
supérisurs 4 0.3 p.o#nt
wore than 0.3 p.cenkt
supdrisure 4 0,3 p.oent
more than 0.3 p,oant
supérienre & (.3 p.cent
more than 0.3 p.céat
tupérieure ® 0.313 p.cent
nore than 0,15 p.cent
supérieure & 5,10 f.oent
more than 0.10 p.cent
supdrisure & 110 p.cent

moxe than 1.0 p.cent

supérieures & 10 ppm

more than 10 ppm

- guplrisure i 0.5 pgéent

{i5¢e than 0.%ip.cent &

supérisures & 0.1 B.¢ent

more than 0.4 p.cent

99.0 & 191.0 p.cent

9.0 to 101l.0 p.cent

<0.05 p.cant
9.06 p.cent
.05 p.cent
©.05 p.cent
<0.05 p.cent
' 0.0% p.cent

4.16 p.cent

<10 ppm

2.0 p.cent

0.0 p.cent

100.6 p.cent

Ce lot a &té Fabrigué selon le dossiex en vigueuxr et an conformité avec les B
in referance o the dossier in force and sccording to the GHMP

pF/This batgh has been manutactured

rap_coa_taruliets v
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Certificat d'analyses _
ﬁ Certificate of analysis SANOFI

SANOFI CHIMIE

45 chemin de METRLINE BP1S5
94201 SISTHRON CEDEX
Téléphona:~33(0)4 92 33 32 00
T&l&copie:+33{0)4 92 33 33 29

Article + 2303287E Batch number : BGS02003
Deneomination : CHLORPROMRZINE CHLORHYDRATE
Control number : LOFP/90412 -

Manufacturing dats : 21-JAN-2014

Retest date 1 20~JAN-2018
Monograph : CHEM-NMONO-PE-0Q0034 V3.0

Certificate version: 3

-

Commentaire AQ/Observation QA: Rsgulatory restrictions must be considsred

- . » :Mwwm' . .
' Decision ' F

i e e P A
I ———g 3 SO B 4 LS. Lt b S et e

Date de dicisicn/Decision date 1-JUL~2014 12:29:21

<
Responsable/Managez BOUCHET Sébastien- Quality assurance deputy managex
Décision/Decigion Accepté/Releaged

Certificar d'snalyse apsrouvé dleccroniquemsnt/Certificate of annlysis approved electronically
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