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CERTIFICATE OF ANALYSIS
Material 7130000 DILTIAZEM HYDROCHLORIDE ¢/ Batch 16A42A1820 /
Manuf.Date 11 Apr 2016 Retest Date 10 Apr 2021 v
Inspection Lot 040000152710 Purchase order 19406
Ship-to party 10079739 Delivery 3031700088
Name GUINAMA S.L. :
Address C/ PRAGA s/n POL. IND. GUTENBERQ 46185 Cerlificate Model ID CE7130000 T1-3
Characteristlc Specification Results
According to USP
APPEARANCE White ¢rystalline powder Compliant
IDENTIFICATION
- IR Spectrum Conforms to ref. STD Compllant
= HPLC Retention Time Value Conforms to ref. STD Compliant
- Chemlcal Test Posltive Compliant ~ #
SPECIFIC OPTICAL ROTATION (25°C) 110,0 - 116,0 Degree 1129 g
LOSS ON DRYING <= 0,50 % w/w 0,21
RESIDUE ON IGNITION <=0,10 % wiw 0,02 ;5
HEAVY METALS (Limit Test) Not more than 20ppm Compliant ai
RELATED COMPOUNDS (HPLC) 3
- Desacetyl Dittlazem Max 0,60 % wiw 0,02
- Max.Imp.other than Desacetyl DTZ Max 0,50 % w/w 0,02
- Sum of impurities Max 1,00 % wiw 0,04
RESIDUAL SOLVENTS (GC-HS) a4
= Methylene Chloride <= 50 ppm 0 o o 3
- Ethyl Alcohal <= 3000 ppm 9 g R
- Toluene <= 200 ppm 72 & .
ASSAY (HPLC) 98,6 - 101,56 %w/w dry b 99,7 o pe S
According to Eur.Ph. g a P,
APPEARANCE White crystalline powder : Compliant . R
IDENTIFICATION ; I
- IR Spectrum Conforms to Ref. Std Compliant Fi L r
- Chemical Test Positive Compliant ;‘3..3 S
SPECIFIC OPTICAL ROTATION (20°C) 116,0 - 120,0 Degree 117,2 L =
APPEARANCE OF SOLUTION (5%,WATER) Clear and Colourless Compliant = =
pH (1%,WATER) 43-.53 49 I
RELATED SUBSTANCES (HPLC) : v =l = g
= "F" Impurity <= 0,30 % wiw 0,00 =8
- Max other related impurity <= 0,10 % w/w 0,05 g = § = 8
- Sum of impurities (Eur.Ph.) <= 0,30 % wiw 0,05 ¥ = &= %
HEAVY METALS (LImit Test) Not more than 10ppm Compllant & = & ==
LOSS ON DRYING <= 0,50 % w/w 0,21 8 =" {==
SULPHATED ASH <= 0,10 % wiw 0,02 L
NON AQUEOQUS ASSAY 98,6 - 101,0 %w/w dry b 99,6
L Tha lot complias with curr. USP & Eur.Ph
/
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CERTIFICATE OF ANALYSIS

Materlal 7130000 DILTIAZEM HYDROCHLORIDE Batch 16A42A1820
Manuf.Date 11 Apr 2016 Retest Date 10 Apr 2021
Inspection Lot 040000152710 Purchase order 19405
Ship-to party 10079739 Dslivery 3031700098
Name GUINAMA S.L.
Address C/ PRAGA s/n POL. IND. GUTENBERG 46185 Certificate Model ID CE7130000 T1-3
Characteristic Specification Results
Additional Tests
TAPPED DENSITY 0,40 - 0,76 g/ml 0,60
PARTICLE SIZE
- Smaller than 150 mem >=90,0 % 01,3
- Smaller than 50 mem >=50,0 % 51,7
Conforms to the Certificate of Sultabllity R1-CEP 1998-036 Rev.04 issued on 12 July 2010
J ,‘-/
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