PH WA A ‘?; ;

Certificate of analyse/

Ceprmbma’r AKOCTI

Name of the product/ Hasea TPOAYKTY

BEucabal® dmpq for children, drops 0,5 m;,/ml/
Eskaban® kpanni ans airedl, kpanni 0,5 m/mn

Paclk/Tun ynarkosku

bottle 10 ml Nol/
dinaron 10 ma Nel

Activity/akrusHicTs

1 ml content/ 1 mn MicTHTS:

1 Xylomethazoline hydrochloride 0,5 mg/

KCHIOMETASORIHY rmpo*mopnu 0,5 mr

Country of origin/Kpaina noXomKenns Germany/Hiveuunna
Reg, Certificate No/ Pecc*rpammnm Homep UA/13241/01/02

Batch No/Homep cepil 2141414

Batch size/Posmip cepii 50200 packs/ynaxosox
Manuf.date/Jara supobunursa 18.04.2024

Exp. Date/Tepuin nipnaatHocTi 04/2027

Manufacturer/Bupofinuk

Pharma Wemige‘mde GmbH/
Gapma Bepuirepoae I'M6X

Address/Agnpeca

| Dornbergsweg 35, 38855 Wehﬁgerode, Germany/

Jlopubepreser 35, 38855 Bepuirepone, Himeunnua

Manuf, License No/BupoBupua niuensig

DE ST 01 MIA 2024 0008

GMP Cert. No/Ceprudikar HBI1

WipMIGERODE Grini

DE ST 01 GMP 2022 0018

Quality parameters/ Limits/ Result/
[apasernu Bumorit PeavanTar
1 Description/ Onrue “Colorless, transparent liquid /ITposopa 6e36apsra complies / pinnosinse
Eur.Ph.2.2.1,2.2.2 pimua
Z Odor /3anax weakly discernible smell /nens inyyTHuit 3anax complies / Bignoninae
Organolepric/opzanorenmu :
YHO o ‘
3 Vial content/ Not less than the nominal / 10,2 ma/ml
HanopHenus Grakoua He mesue HoMIHAILHOTO
4 Density/V'yeruna 1,000 - 1,010 1,0075
Eur Ph.2.2.5 :
5 Refractive index/ 1,330 ~ 1,350 1,3363
Toxazune 3a10MICHIN '
Eur.Ph2.2.6 o
6 pH Ewr, Ph2.2,3 55 6,1 5,78

7 Identity/ Lienraunicts

Xylomethazoline
hydrochloride/
KeuaoMemasoniny
zidpoxnopud
HPLC /BEPX

Retention time of Xylometazoline hydrochloride

-must comply with reference solution /-

‘-Iac YTpUMaHHa hcunocha:;omny Ha xpoma'rorpam

TCCT—pOZNHHy NOBHHEH BI,LlﬂDBU.lﬂTPl Hacy yTpuManHl

KCHHOMGTIIZ%OHIHy Ha xpom'rrorpam cran.u'lpmoro
PO3UHNY.

complies / sinnosinac

| Bengalkonium chiorvide/
1 Bewsaaroin xaopud
HPLC /BEPX

Retention time of Benzalkonium chlonde must

| coraply with reference solution /

Yac YTpUMAHHA Gewaanxouiio xnopnny Ha

XpOMATOrpami TeCT-PO3UHIY NOBHHEH BiANOBIAATH -
| uacy ytpumanus Ber3ankoniio XJIOpHAY Ha
x;mma’romaw CTAHAANTHOCO DOUUHY, '

complies / signosinac

8 Ympurity/ Nomiku




HPLC /BEPX

Impurity A/ Homitika A <3% <0,05%
Benzyl alcohol/

Beusunosuii cnupt <0,5% 0.31%
Benzaldehyde/

beusanwsaerun <0,15% 0,07%
Unspecified impurities/

HEBUIHAMEHT, ORPEMO < 0,20 % < (0,05%
Sum of impurities/

cyMa 1oMiINOK £3,0% < 0,38%

% Microbiological purity/
Mixpobionoriuna
YHCToTR

Eur.Ph2.6.12, 2.6.13

TAMC < 10 CI“U/m](KVO/MJI)

TYMC £ 10' CFU/m(KYO/mn) -~
Staphylococcus aureus absent in 1 ml /aincyTsi B
Isn

Pseudomonas aeruginosa absent in 1 ml /sipcyrni s
Imn

< 10 CFU/mI(KYO/nmn)
< 10 CFU/ml(KYO/mm)

complies / sianosinae
complies / sianoninae

10 Assay /Kinnkicse BusHasienus

Xylomethazoline
hydrochloride/
KCHAOMENIU301T1Y
2iopoxnopud
HPLC /BEPX

47,5-52,5 mg/100 ml (mr/100 mn)

49,69 mg/100 ml (mr/100
M}

Beazalkonium chlovide/
Bewaanronio xropud
HPLC /BEFPX

Release/ounycx
18-22 mg/100 ml (Mr/100 mn)
Shelf-life/enpodoeac mepstiny npudamuocni

20,49 mg/100 ml (Mrll()()
M)

1622 mg/100 mi (mr/100 ma)

Hiprsepoxenusn signosinnecti/Confivmation of compliance:

L st wiprsepakyio, mo us oaprix aikapcksnx 3acobis purotophena Ta opoiiwna aepesipry slanosigne fo iHcTpysuii
cvocosuo ofiry nikapeeknx sacoGis. Iwerpyxuil 3anoronbHSIOTH BuMoraMm 3akomy npo gixapewki aacofiy (AMG) Ta
TlocTatory Hpo BUNOTOBACHER sikapesix 3acobis 1a girouix pevosud (AMWHV).

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with instructions on medicinal
products tumover. The instructions comply with requirements of the Medicinal Products Act (AMG) and Ordinance for the
Manufacture of Medicinal Products and active Substances (AMWHV),

Oxpin 1Koro, 7 NIATBEPIIRYIO, 0 HaBeaeHa TpopMauin ¢ COPABAHEO Ta npasunsroio. Cepid npogysty Gyna BUroToBNeHa
(BEMIOMANONI  NAKYBAHHA/MAPKYBAHMHE) ta nepepipesa  3azHaueHuM  BHIlE  RIBNPHEMCTBOM-BHPOBHIKOM Yy  nosHill
siznosinnocti 3 pumoranty 1wono Hanewsol BupoBuuvol Tpakrurn (GMP) gianosizansHoro oprany incnesuii. BupoGunsa

HOKYMEHTAUIS, NPOTOKONI naxynamm Ta NPOTOKOA KoHTpOo grocti npofiuut nepesipky T4 BILNORIZAIOTL YCTAHOBIEHHM
" niapaserpan GMP.

Besides, 1 confirm thai"the information preseated is true and correct. The product batch has been manufactured, packaged,
labeled and tested by the above manufacturer in full compliance with requirements of Good manufacturing Practice (GMP) of

the relevans inspecting authority. Production documentation, pnckaunf, records and quality. control record have passed
verification and comply with established GMP parameters,

Keanidirosana ocoba/ Qualified person:

Hava/Date: 17.05.2024

taf
Ch Fistine Bieletma Wernigoroda GenbH
Quahﬁed F’erms@ﬂmﬁe&mg 3
38855 Warnigsrode




