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STADA

Quality Control. Otaen KOHTPONA KayecyBa

Product:
MpoAyKT:

Prasentation: ©opma BBINYCKA:
‘Manufacturer/Supplier:
"pDHSBﬂ,ﬂHTEth'HOCTaBIuHHt-

Date of manufacture;
[lata WaroTOBNEHHUR.

Cert. No: Me perucrpaqﬁdﬂﬂbfd
YAOCTOBEPEHUA.

Reg. date:
fata perncrpauun.

Psilo-Balsam®
Newno-bansaam®

gell % ina209 tube
rers 1% no 20 r 8 TyGax:

gTADA Arzneimittel AG
CTALA ApUHaRMKTTEND Al
04/2004

ALl 3477

13.08.2002

‘Reg. No.:
Per. Ne:

Certificate of analysis CepTudukar aHanwusa

Active ingredients:
AKTUBHBIE KOMTTOHEHTHIL.

Diphenhydramine HCI
[cheHrvapaMiHa HCl
Cetylpyridinium chloride
LIeTurnypyarHAS Xnopwa

‘Batch No.: Ne cepun: 5142
Batch size: 450 kg
Pazmep cepwuu:

Expiry date: 04/2007

CpOK rOQHOCTM.

11.08.02/05147

Req. validity: Cpok peAcTena  13.08.2007

perucTp. yAOCTOBEPEHUA!

" Test: Tecr:

“Sethod: Metom:

Specification: Cneumpuuauﬁne Result: ﬁéﬁgﬁﬁﬁﬁ

CHARACTERISTICS XAPAKTEPHCTVKA

Appearance BHeLWHHWK BUA
pH

Consistency. KOHCUCTEHUMA

Homageneity [OMOreHHoCTs

Organoleplic

nprauonemuuecmﬁ

Ph.Eur., Eap. @apM.,
223

Test specification

creLMcprkal,. TecTa

Ne T 88.12.22

Test specification.

cheyndgukay, TecTd
Me T 8B8.08.10

clear, transparent gel
npoapaqrsiv, ¢eeTNLIM reNe
70-89

somplies cooTBETCTRYET

75

110 =150 110 mm MM 148 1710 mimn M

homogerneous gel, no crystals complies £0OTBRTCTBYET

rOMOTEHHBIA renk, Bea XPUCTANMDB

“SENTITY AREHTHUHOCTD —

Diphenhydramine HC
[wipeHrnApaMuHa HCI

Cetylpyridinium chioride
LieTnnvpuanHAAR XNOpUA.

Test specification
crneywurkay. TecTa
Me 400 GE Y A 703
Test specification
cneywdmray. TecTa

has to comply AONMEH CODTEETCTBOBATE complies COOTBETCTBYET

‘has fa comply AOMXEH COOTRETCTROBATh complies COOTBETCTRYET

Ne 400 GE-1.A703

“PURITY YACTOTA
Microbiology® Muupnﬁncnnmuem{an*

Ph.Eur. EBp. ®apm.
26.12

has to comply Ph. Eur. AonXHa complies COOTBRTCTBYET

cooTeeTcTROBaT: EBP. DapM.

POTENCY COAEPHKAHWUE
AEACTBYIOWWX BEWECTB
Diphenhydramine HC]
NucdieHMapaMuha. HCY

Cetylpyridinium chloride
L eTHNNUPUOWHWA piglelalihil

Test specification
cneywpvkay. TecTa
Ne 400 GE 1 A 703
Test specification
cneundprKall. TecTa
CNe400GE1A703

10mgMr+ 5% 398 %

1 mgmr+ 10%. 99.3 %

+ = not tested routinely; *

= He WCNLTHIBAeTCS perynapHo

The batch corresponds 10 the valid specification. [JaHHan ©

epWA COOTBETCTHYET DEeACcTBUTENEHOM cneuUuEauMK.

1

“Date/Signature Head of Quality C ontrol:
Country of orgin: Federal Republic of Germany CTpaH

19.05.2004

STADA Arzneimittel AG, Stadastrasse 2
Quality cantrol department/QTaen XONTP

19{0B.971 14925

End of Certificate Koxew cepTuKaTa

MlaTaMoanuch Havan LHKKa OTaena KOHTPONA KavecTpa:
a NPOUCXOKAEHKA.

denepaTueHan Pecnybnwea MepMan v

[V

H'Saller X. 3annep,
Pharmacist hiapMayesT,
QLM

Hay. gTAEna ROHTpONS

48, 61118 Bad Vilbel, phone/ren: +43 64011-603-0; fax/dpake +49 6 By

ans Ka4decTea, phone/Ten. +48 6101-603-174, fax/gaxc

+49 6101-600AE"




