Certificate of Analysis

Certificate No.: 16527

i 3L

aniMedica GmbH
a LIVISTO company

Froduct Frocapen 300mg/ml inj 100ml RO Manufacturing date: 24-09-18
Expiry date: 31-08-22

Froduct-No., 85203

Hatch-No: 18194004

0
1=ntity 1.008 Unit(s)
Pairameter Specification Result
Filling quantity Min. 100,5 ml 101, 7 ml

Galeh packaging record
Appearance

kase of resuspendability
Odour

Homogeneily

Girain size

nH

rel. Density

wlentity (active pharamceutical
ingrodient)

Assay Procain-Benzylpenicillin 1 H20
Assay Procain-Benzylpenicillin 1 H20
Assay Procain

Assay Methyl-4-hydroxybenzoate
nssay Propyl-4-hydroxybenzoate
Assay Propylenglycol

batch packaging record complies
white to yellow white suspension
easy shakeable

specific

easy shakeable in 30 sec.

100 % < 40 um

min. 85 % < 30 um

6,5..7,0

1,082 ... 1,102

conforms

285000 ... 315000
285,0 ... 315,0 mg/ml
114,0 ... 126,0 mg/ml
2,698 ... 2,982 mg/ml
0,304 ... 0,336 mg/ml
147,25 ... 162,75 mg/ml

Assay Sodiumthiosulfate 0,9 ... 1,1 mg/ml

mipurity, single Max. 0,5 %

mpurity, total Max. 1,0 %

i-Hydroxybenzoeacid (TCL) Max. 10,0 %

Sterility sterile
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Geschaftsfithrer: Deutschiand
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Corresponds to

white to yellow white suspension
easy shakeable

specific

5s

100%<30um

6,7
1,096
Corresponds to

305840 L.E./mL
305,9 mg/ml
121,1 mg/ml
2,753 mg/mi
0,307 mg/ml
164,02 mg/ml
0,9 mg/m|
<0,1%

02%
Corresponds to
Corresponds to
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Certificate of Analysis
Certificate No.: 16527

aniMedica GmbH
a LIVISTO company

nuct Pracapen 300mg/ml inj 100ml RO Manufacturing date: 24-08-18
Expiry date: 31-08-22
Jci-No.: 85203
falen-Ne: 18194004
Quantily 1.008 Unit(s)
Parameter Specification

1

h

Result

= finished product has been tested in accordance with the testing instruction and is of the required quality.

Herebyitis confirmed for the named batch, that the above information is authentic and accurate. The batch was manufactured and

ey

During the manufacture and testing

§ no deviations/irregularities have been observed.

the: tollowing deviations/irregularities have been observed:
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o accordance to the GMP requirements and the current authorized procedures for manufacturing and testing.
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hase ri:zw:a!ions_fjrreguiar'rties do not affect the quality of the product, because
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The named bateh has the required quality and is\eieased
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i for dispaich

‘I for the market
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Jate, Signature Qualfied Person - 1 =
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