KrewelMeuselbach™

Krewel Meuselbach GmbH/Kpesent. MoitzcnsBax uBX
Krewclslrasss 2, 53783 Eitorf, Germany
fKpeceenswrpacee 2, 53783 Afitopd., Hiseornnm
Tel/Ten.: +49/2343/87-113; Fax/baxke: +4972243/87-135

CERTIFICATE of QUALITY of a medicinal product

CEPTHODIKAT SIKOCTI

JliKapebKoro 3acofy

Name of medicinal product: VALOCORDING
Hafiserysanis fikapesroro sacoby: BAJIOKOPEHH®

Country of manufacture: Germany
Kpaiua-sitpoGunk: Histeayiia

Number of the registration certifieate (Ukraine):
Hostep peectpawiiinoro nocsiasenis (Yrpaitz): NeUA/8462/01/01 sig

Batel number:
Homep cepil; 236492

Batch size:
Poamip cepit: 88.699 da

Date of manufacture:
Hara supoGuuuraa: 08.09.2022

11.01.2618

Power of action/activigy:

Ll (30 drops) selution contains
phenobarbital 18,4 mg
ethylbromisovalerate 18,4 mg

Chna ajifarrisnicTs:

1 301 (30 kpanent) pozunny sieTirrs
denobaphitaia 18,4 mr
eTiaGposizosancpianata 184 mr

Medicinal form: oral draps, solution

carton box

wpane ainui ¥ kapronniii kopobui

Nikaperxa diopMa: xpanai OPANLHi, posun
Size and type of packaging: 20 ml in a dropper-botile, I a dropper-botile in the

Poamip Ta sita ymokoekn: no 20 aux ¥ lpnaxoui—xpanmz,lmui, o I durarony-

Expiry date;

Hara 3axinueius vepatiny npraatnocr; 09,2025

Nanre, address, license number of manufacturer:

Krewel Meuselbach GmbH/ICpeseas Mojizennbax s6X,
Krewelstrasse 2, 53783 Eitorf, Germany
DE_NW_04_MIA_2020_0033

Hatsenyeanus, sicuesnaxomsrenrs, uosep niueHsii apoGunka:
Kpesens MoiizenGax I'ngX,

Kpesenswrpacee 2, 53783 AfTopd, Hintewunna,
DE_NW_04_MIA,_2020_0033

Page [ from 2/Cropiuga | i3 2

L. Phenobarbital/deuoGapbiran
Ethylbromisovaleratel
ErunGpomizomanepianat

2. Ming oilfQnig M sTH
Hop oiliOnin xmimo
Ethanol/Eranon

The main peaks in the chromatogram of
the test solution and the reference
solution in terms of retention times and
peak areas should coincide.

Qctosui miky Ha xpomaTorpamax
BHRPOGYBanoro i peayuHy NOPiBHAHHA 32
HacaMu YTpHMYBAHHS § towmaMu nikis
nosyii 36iraTHes.

The main peaks in the chromatogram of
the test solution and the reference
solttion in terms of retention times and
peak areas should coincide,

Ocromri niky Ha xpomaTorpavax
BHAPOGYBaNI0ro | posumHy nopisdaung 3a
“acaMH YTPUMYBaHHA | D10mamu mikie
NOBHHHI 3GiraTues.

QOuality parameters Control method requirements Results of control
Tlokazinen stkoeri Bumorsu sierogis KOHTPOMOo PesynnTaTH AkocTi
Appearance Colourless solution with aromatic odonr, Colourless solution with aromatic
Onue with bitter flavor odour, with bitter flavor
Le3Gapeuuii posdun 3 apomariinm Bezbapsuuit pozuun 3 apomarimm
3aMax0M, 3 NipkHM cMakoM 3aI3X0M, 3 CIPKHM CMakoM
PH (1:10) 4,0-6,5 3,6
Refraction index 1,360 - 1,368 1,366
lMokasnuk zanomnenns
Density (g/mi) 0,9000 - 0,9400 0,9231
Tyeruna (rfm:)
Nominal volume =20 mn Corresponds tof
Hominansuutbi o6'enm Bianosiuze
Identity
Inenrudixauin

Corresponds to/
Bianosiaac

Correspontls to/
Bixnosinae
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Krewel Meusclbach GmhH/Kpesenn Moilaensbax [y
Krewelstrasse 2, 53783 Eiterl, Germany
/Kpenenvurrpacee 2, 53783 Aftropif, Hiseyyuna
TelTen.: +AW2243/87-113; Fax/dare: +49/72243/87.133

CERTIFICATE of QUALITY of a medicinal product
CEPTUDIKAT SIKOCTI sikapeskoro 32co6y

Name of medicinal product: VALOCORDING
Hawncitysaunn nisapcuxora 3acofy: BAJTOKOPAHH®

Country of manyfacture: Germany
Kpatha-espoGunr: Histeyunma

Number of the registration certificate fUkraine):
Hosep peectpauiiinoro
11.01.2018

Power of actionfactivity:

Il (30 drops) solution contains
phenobarbital 18,4 mg
ethylbromisovalerate 18,4 mg

Cuna aiffaxrusticrs:

1 a1 (30 xpayens) PO3YNHY MiCTITs
thenodaphitana 18,4 mr
erabpomizorancpianata 18,4 mr

Medicinal form: oral draps, selution
Jlixapchka diopsa: icpanni OpaNGEi, po3uHy

Size and iype of packaging: 20 mi in a dropper-bottle, T a dropper-bottle in the

carton box

Poawip Ta sua ynaxonku: no 20 aa ¥ traxorti-kpancasniu, no I gnakony-

KPANCABHNUTL ¥ RADTonHiii kopofui

nocainucHrn (Yipaina) NeUA/S462/01/01 rig

" Bateh mumber:
Howmep cepii: 236492

Bualch size;
Po3wip cepii: 88.699

Date of manufacture:
Jpra supobuirivea: 08.09.2022

Expiry date:
Hata 3akitcunn TepMiny npugardocti; 09,2025

Narme, address, license number of manufacuurer:

Krewel Meuselthach GmbH/Kpesess Moiisensbax I'nGX,
Krewelstrasse 2, 53783 Eitorf, Germany
DE_NW._04_MEA_2020_0033

Haitsenysaiis, Micnesuaxomrenns, nosep niueksii BupoGHHKa:
Kpesens MeiizensGax I'm6X,

Kpeseanumrpacce 2, 53783 Alitopdy, Hiseunnna,
DE_NW_04_MIA_2020_0033
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Quality parameters Control method requivements Results of control
Hoxazauky arxocti Buntoru metosie xouTpodn PesynbTark akocti

Assay/f
KinbxicHe sn3navenns
{. Active ingredients (g/100 mily

Airoui pevosuun (11100 ma)

PhenobarbitafibenobapGitan 1,75-1,93 ,

[-.'r}zy!bmmr‘sava[erare/f:‘.mnﬁpomisoszmepi aHar 1,75-1,93 v
2. Ethenol (% vol)f

Ertanon (% 66"em) 53-58 57
Microbialogical purity/
MikpoGionorivaa wuerora :
Total munber of aerobic microorganisms (TAMCY | Not more than 102 COE/ g or COEST mi <10
3aransHa kinLkicts aepoBumux Mixpoopraitiamin He Ginswe 10° KYO / 1 raGo KYO /1 mn
(TAMC)
Total munber of yeastimold fingi (TYMC)/ Not more than 10" COE/l g or COES mi <ig!
3arasiesa kinbkicrs Apixawoswx/usinerux rpubis | 1le Ginsure 10° KYO / | rabo KYQ /1 mn
(TYMC)
Absence in ! gor ! ml Absent

Escherichia coli Bincythicts 8 | rago | mx Biacytuiii

Certification statement:

3anra npo cepTHHkauiio:

{ hereby certify that the above information is authentic and accurate. This batch of
praduct has been manufactured, including packaging/labelling and quality control
af the above mentioned site in fill compliance with the GMP requirements of the
local Regulatory duthority and product specification file for Medicinal Producis.
The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP.

Lluat A 3acBiguyeo, o Hascacna Bume indiopMaulis € HOCTOBIpPLOIC T8 TOYHO,
Lo eepito opoaytcidi Gyno supobneHo {Bxutouatoun MaKyBaHHS/MaPKYBAHHA) Ta
MPOBENEHO KOHTPOAL 1T AIKOCTI Ha BHBIC2ATHANEHIH AlMKHHLT v nosHit
sitnoginnocTi 3 BuMorasu GMP, BCTaHOBAEHMMH MiCLEEHA perynsTopu1a
opraioy Ta coenmiranii va nikapes, S0, 05111 BUROGHHETBA,
NAKYBAHIS T2 QHANI3IB Oyno ne;:cp.frﬁzgx:\b& ! 1?6?‘. 16bseis sinmositicrs, GMP.

Name and positionftitle of person authorising the ba

J.Kabst 1 10, Kaber, Head of Quality Control/Kepisuuk cay#Gu axocri

Signature of person authorising
Certification by signature relates exclusive! fv on fo
Joreign language is for informative reasons without

Date of signaturel flata nianncamis, 20.10.2022

the batch releasefTlinnuc ocobu, sika nanae 103

ich release/lmn ma nocaoa oea’!’r’,aﬁb’ Haoac 8036in nd‘o’ﬁ@"
n/ P

2

‘pdfa BHIyCH cepiy

,h;‘.'.'!r .lang:{%;%&ﬁgg ec
it

AT

rmation and daér_r_tgg‘um
warmmy./]}'n’.s" o4 replac




