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§COPIA CONFOR

Certificate N.: 279/19

CERTIFICATE OF ANALYSIS

Issue n® 19 of 10/01/2019

Product: DILTIAZEM HYDROCHLORIDE

. /
- .I}atch:!)lL 219 Batch size: 612, 100kg

Conforms to: Ph, Bur, 9% ed. - Lusnchimiﬁ:i-speciﬁcnlieng Tssue N° 23 of Janvary 10, 2619;

Coda: 25
Manufacturing date: Jarmary 2019

effective from; 10/01/2019
Retest date; Tanuary 2024

DESCRIPTION AND SOLUBILITY

White or almost white orystalline powder,
Freely soluble in water, in rethanal and in methylene chloride, siightiy soluble in anhydrous ethasol .

TESTS RESULTS . SPECITICATIONS i
Deseription o corresponds carrasponding 8 [
ldentification t
-IR cotresponds corresponding *

- Chigride reaction

positive

positiva

belting poini 211°212° with decomposition about 213°C with decompasition EI 3 i g’
Appearance of solution s ' fg g : E%ig
- Cladly ) clenr : clear _ i § E 3 E
- Cofour colourless colourless . : ég 1 ‘g !% g
pH 52 431053 . !;g"
Specifie ophcal rotation {dried substance) +116° + 115 16+ lﬁ(_]“

Related substanges: . .

- Impurity F - 0.1% _ fiok more than 0.3%

- Impl_:rity E’} [ess then G.05% (DL) not more than 6. H%

- Each unknown impuyrity

- Total of retuted substances

jiess than 0.05% (D1}
10.1%

nol more than 0.£0%

not mbre than 0,3%

Loss on diying

¥

- J02%

gt more than 0.5% _

Sulphated agh

“lieas than 0.1%

not ore then 0,1%

A&my‘(tou dried subsiances):

. |98 5%t 101.0%

APPROVED BY Q.C. MANAGER )ff'\’"\f(:jg Danfs
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[ declare that the produst igbnmmlﬁwﬁfred
RELEASEDBY QP  Dafiny ~

ccordance with the goidelines on Good Manufacturing Practice for Active substances.
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Release date;

i8fou)s

- ;}-ulcnﬁnme(rio 100.2%
_ ADDITIONAL TESTS:

Residual solvents (HS-GLC)

--Butanoi 346 ppin net more than 1080 ppm %

- Agefone 26 ppim o not more than 300 ppm o 5..4 %

- Toluene less than 0.5 ppm (DLY: - not more than 50 ppm & N - EE—]‘ & % %

- N,N-dimethylfonnamide fess than 90 ppn (DL} 7 not more than §00 pom 'g L gg g%g
Residual solvent content complies to current USF <467> and ICHQ3C. Bk %ﬂo ot §\§ .
-MANUFACTURING SITE: Lusochimica S.p.A. Lomagna{LC) ITALY E - 2= g =g .
NOTES: store in tight, light-resistant container, ‘ L %2 g o
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LUSCCHIMIGA S84, + LEGAL OFFIGE AND PLANT: VIA GIOTTO §f - 2307 | LOMAGINA [LG), PHONE 39 030 530054/180171803, Fax +34 039 5100008 - WA,
PISA PLANT. VIA LIVORNESE, 097 - 56122 LA VETTOLA, PISA - PHONE +30 050 871014, FAX 130 050 95 {171.- OFFIGES: MILANCEIOR] - STRAGA § ."EL“,:;C:"S’,"_ :233%}:89%‘& M)
. . HONE 139 02 515555264 - Fux 438 02 65305150 OFFICES: YIA SETTE SANTI 3, 50131 FLORENGE - PHONE 139 085 56001 - PAID-UP CAPTTAL 225.000,00
GOLAAREA OF LECCO N, 94457 - TELEGR ILFAR LOMAGNA POSTAL AGCOUNT N. 12361223 - FISGAL GODE, VAT AND REGISTER 35 - GO
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