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Dosage Form - Cutanceaus solution 1 %,
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Aikapeska dhopa PO34iH nalssipdi | %y |
| Package size and type 253 ml of'solution in spray botte with dosator, I bottle in carton box |
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Test Mcethods
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Appearance visual inspection
OB B BI3VILTBIU

Odour Organoleptic tost

3anax Opranoientinim ouitirg
Colour visual inspection

Koaip 213} LILHO

PH Ph Bl * 2,23,

pli potentiometric method

Ch* 223,
FOTEHUIOMCTRHY UIT MeTOT
Relative densiey Ph.Bur? 225

BL1HOCKHD (v eTingg T 2,25
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ldentity
Faeuvndisaniy
Bifonazole Ph.tiur.” 2,229, HPLC retention time of sample and standard complics
must comph
Bidronason Ed= 2,2.29. BERX NOC N TN TIREB B0 N POSTorpIIRs HNTHUIINATY

HILT RV RE [NTINTES RISEREIEEA R RE TR
HOPERNATINA BORIH I CIHR R T

ASsay
NLabRICHS BHRAYCHES
Bifonazole Ph.ur.= 2229 11PLC 9.3 - 10,5 mg/m] 10T mg/mi
U5 - NS 9,
biionaio. Ly 2220 BEPX D5 = TS S T poss i HL T sy
95 - TS %0 i a0 ot Kb e 1
Related substances Ph.Eur.® 2.2.29, HPLC
CNINTHI oMK LA™ 2209, BEPN
impurity A: (Biphenil-4-x1j- < .30 @, < 005 Y%,
phenvimethanol
AOMUHED A thiderii-d-in ) S ALA0 Py
reninaeTanes .
impurity C: imidarol < B0 % < (0,05 %
doytmra Coolvi so L O TS R
4-Pheuvibeozophenon <050 < (L3 "
A-Deniidenodienog o
unknown impurities, single < {5,50 %, < LS "%
QAU HOY HeBi oMo L300y
ANV R
fotal: < L Y4 <
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Microbiologival qualigy Ph. Eur ™ 26,12, 2.6.13 Ph. Eur* S04 Preparations for cutancous  com phes
usc: BILATIOBEL
S10FCEFU / mil of werobicmicroorganisim;:
1D CFU Zmbof yenst und wmold fungi;
Psendontonas acruginosa: absence in | mb:
Staphylococeus aurcus: absenee in 1 mi
Mupodiozoriug ChE 26,12, 26,023 A0 BHAOT €D 31 A nanikipie
SHICTOTE HCTOCY BA st
107 KVO aepoduus stipooprasi sis o
N
TTORKYO apiwasonny 1a raicnsain TPUOIB
B o
BINCS 10T Psetdumonas derugmaosay |,
BLACY THIC 1L Staphy lococcus qureds LRI
Package
Muakoska
Batch-deseription PV-Q-001 the bateh-deseription of the baich bulk
e cepit package is complied with the ne,
batch-documentation Hegacosans
CHIIC Ceptl 110 N HasoBi sET0B L cepis:
JORM MCHTRT B copi 2308
Deseription of shelf fife PV-Q-001 deseription of shelf Tife iy complicd complics
Otine repainy sdepicanns with tre hatch-documentation BLITIOBLEIC
Qrite repyity 3Oepitanng sitaoni e
AQRM ICTITUIT Ha cepifo
Fill quentiey FertigPackV average = 25 ml canmplics
NILKICTL npenapaty Voeepeanponiy T 23 a0 LT
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Comments ot applweable
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* Curreat edition

= Testis dane on every thivd buateh or at least once per year.
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I hiereby certify that the above information is authentic and accurate. This bateh of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in Wl
complinnee with the GMP requirements of the local Regulatory Authority and with the specilications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to bein compliance with GMP
Ll a 2acrinuy o0 ino nasesena sinie indopsiatia ¢ OCTOBIPHOIO 10 Touneto. Llso cepito npo. s suii 810
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