pharmaceutical contract analysis
GMP certification 1843 H -V - IMP

CERTIFICATE OF ANALYSIS

Our Ref. : F19/1132-01 Date of application : 28/05/2019

Our Sample Id. : 33934 Date of reception : 03/06/2019

Date start of analysis : 04/06/2019
Date of end of analysis:  04/06/2019

Applicant
Product : Espumil, 500 ml Royal Herkel
Lot number : 1906127/BI190235 = X oo, Nobelweg 6
Customer product number : 9715602 R P 3899 BN Zeewolde
Customer reference : QC-1 NETHERLANDS
+31365211800
Test Method : ANA-FAG-066/1
Spec Reference : ANA-FAG-066/1
PERFORMED ANALYSIS AND RESULTS
Analysis Specification Result
Aspect
Appearance Clear liquid. Complies
Colour Slightly yellow. Complies
Odour Specific, not perfumed Complies
Other tests
pH (Ph.Eur.2.2.3) 15-35 24
Density (Ph.Eur.2.2.5) 0,90-1,10g/mL 0.99 g/mL

CONCLUSION : The sample complies with the specifications of the performed analysis.

Issued By:

Date of Issue:

Ingrid Van den Broeck Patsy Peeters
Office Manager/HR Industrial Pharmacist, QP
04/06/2019

This is an electronic signature
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Lab. Report Number: 05.6842 Royal Herket Paw f
Reporting date: 14 May 2019 attn. Mr. K. Oosterwijk ‘::" eu rO l nS
Page: 10of2 Postbus 1286 H

3890 BB Zeewolde | Bactimm

036 — 5211855 (tel)

QClab@royalherkel.com
PO nr: QC-1
Number of tests: 58
MICROBIOLOGICAL EXAMINATION REPORT
Bioburden pour plate method.
No. | Article tested Batch TAMC TYMC P S. Bile E. coli Salmoneila | Candida | Ciostridium | Osmophilic | Reporting

cfu per cfu per aeruginosa | aureus tolerant per gram per 10 per gram per gram yeast per date
gram gram per gram per gram Gram gram gram
negative
per gram
Fo1 (Sg)rsp;“facmw 1906125/1 <10 <10 nvt nw.t. nvt Absent vt vt nv.t. vt 15may2019
Fo2 (S'\:)'SpTe‘"fBChe"y 190612511 <10 <10 nvt vt vt Absent nvt, vt nvt nvt 16may2018
Fo3 ;SEy)rspi'?BChew 1906125/1 <10 <10 nvt. nvt. nut Absent NVt vt nvt nvt 15may2019
Fo4 (SBV;SD;";C“"Y 190612511 <10 <10 nut nvt nvt Absent vl vt nvt nvt 15may2019
F05 Esn;”f’p?_“gfhe"y 1906125/1 <10 <10 NVl nvt. vt Absent nvt. nvt nvt. nvd 15may2019
Fo6 ig)rs”‘;f‘gfhew 1906125/ <10 <10 nvt. vt nvt Absent vt vt vt nvt. 15may2019
Fo7 EBV)'SF’?_‘:SC“E"V 190612572 <10 <10 vt vt nvd Absent nvt. nvt. vt nvt 156may2019
Fos ;;;Spi”:sc“e“ 1906125/2 <10 <10 nvit, nv vt Absent A, nvt. Rt nvt, 15may2019
FO9 fEV)’Spir'gsChe"y 1906125/2 <10 <10 vt nv.t nvt Absent vl nvt vt nvt, 15may2019
F10 Espumil /19061427‘\' <10 <10 Absent Absent n.wv.t nv.t n.v.t nv.t n.v.t nv.t 15may2019
T 74 K-__/ 2t y.

F11 }r/‘e:;anlle 1906572 <10 <10 Absent Absent n.v.t. n.v.t n.v.i. nv.t. n.v.t. nvt 15may2019
F12 _Sr.e-;:\gua 1906128 <10 <10 Absent Absent nv.i nv.t. n.v.t nv.t n.v.t. nv.t 16may2018
Bactimm B.V.

Middenkampweg 19
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Lab. Report Number: 05842 Royal Herkel > % f H
Reporting date: 14 May 2019 attn. Mr. K. Oosterwijk .n:‘ e u rO I ns E
Page: 20f2 Pastbus 1286 M
3890 B8 Zeewolde | Bactimm
036 — 5211855 (tel)
QClab@royalherkel.com
No. | Article tested Batch TAMC TYMC P. S. Bile E. coli Salmonella | Candida | Clostridium | Osmophilic | Reporting
cfu per cfu per aeruginosa | aureus tolerant per gram per 10 per gram per gram yeast per date
gram gram per gram | per gram Gram gram gram
negative
per gram
F13 \T’a\j\/:’?m Créme 1906124 <10 <10 Absent | Absent Ryt nvt nvt. vt At nvt, 15may2019
F14 | Cetomagrool 1906130 <10 <10 Absent Absent nvt nvt n.v.t nv.t nv.t nvt 15may2019
F15 ¥.e;szame 1009 1905862 <10 <10 Absent Absent n.wv.t nv.t n.v.t n.v.t nwv.t nv.t 15may2019
F16 _Sr'y;SSpend 1906135 <10 <10 nvt n.v.t nv.t Absent nv.t. nv.t. nv.t nv.t 15may2019
F17 \T/_e:s;"'e 1906569 <10 <10 Absent Absent NVt AVt Nt nv.t. nut. nvt. 15may2019

TAMC: Total Aerobic Microbial Count; TYMC: Total Yeast and Moulds counts; n.a. not applicable.

Approved by QC Bactimm:

Date: 15 May 2019

Bactimm B.V.
Middenkampweg 19
6545 CH Nijmegen
The Nethertands

Signature: R, Nejjenhuis

T +31(0)24 371 52 80
I www.bactimm.com

Chamber of Commenrce: 10146813




