JEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMHU YV JKUTOMUPCEKII OBJACTI
By Jlexa Kaunncekoro, 12-A, m. Xuromup, 10014, 1.0-412-41-32-81(82),
e-mail: dls.zt@dls.gov.ua, caitr: https://www.dls.gov.ua/muromupcexa-obuacte/ Kox €IPTIOV 37072196

BHUCHOBOK

Npo AKICTH BBE3EHOre B YKpaiuy Jikapeskroro 3acoby

08.08.2024 Ne 40437/24/06

BAJIOKOP/IH®
(naltmenypanss nikapeskoro 3acoy sTixHo 3 peceTpanidianm nocsindeniam)
Kpamii opaisHi, posunn; mo 50 Ma y duiaxoui-kpaneasHuni; no 1 Guakony-kpanesbHuni y
KapToHHil xopobni
(hopma BunycKy, JO3yBauHS, BUA MAKYBAHIS JIKapchKoro 3acoBy)

Homep peectpauiiiroro nocsinuenns UA/8462/01/01 crpox nii peectpauiinoro nocsixuerus 01.01.2099

Cepis nixkapcskoro 3acoby Ne 246691 KinekicTe BBE3eHOTO liKapcskoro 3acofy 35398 ymaxosox

BupobHik Kpesens Moisensbax I'm6X, Himeuunua
(uaiiMenyRans BUPOOHHKA JKapesKoro 3acoby, kpaina NoXoKEHHSN)

BBeseHo B Vipainy Torapucrso 3 o6Mexenon signosinansuicrio "Kpepes

Moizeanbax", inenr. wox: 33063895

(naiimeryBauns Ta ko 3a €IPTIOY ropunuanof ocobu aGo npissuie, iM's, o 6atskopi Gispunol
ocobu - nianpueMns, i Micne npoxuBanBs Ta peccrpadifinui Homep 061iKkORO] KAPTKY MIATHHKA
nojatkiz abo cepis Ta HOMep HACIopTa)

Tiporoxon sisyanssoro konrposo sig 07.08.2024 Ne 681/0/01.06-24/1.

3a  pesyIbTaTaMH JeDKABHOTO KOHTPOJIO BCTAaHOBNEHO, INO JHKAPCHKMIL 3aci6 BBe3eHO B Vipainy 3
AOTPHMAHHAM BUMOr 3aX0HOIABCTBA ONO 3a6e3MeueHHs AKOCT] TXapchKuX 3ac00iB.
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Krowel Meuselbach GmbH)eraeﬁb Motrenmnax [ A;GX

Krewelstrasse 2. 53783 Eitorf, Gertmany

IKpepensusrpacee 2, 53783 Aftropd, Hisevunna
Tel/Ten . +49/224387-113; Fax/Puxe: ~49/2243/87-135

CERTIFICATE of QUALITY of a medicinal product
CEPTU®DIKAT SKOCTI aikapcskoro 32co0y

Name of medicinal produce: VALOCORDING
Halimerysanna alkapeskoro 3acofy: BAJAOKOPIHH®

Country of manufacture: Germany
Kparna-supoduix: HiMexwunua

Nuniber of the registration cevtificate (Ukrainej:
Homep pecerpauifiroro nocsixsents (Yepaina): Nella/8462/01/01 pia

11.01.2018

Power of actionsactivity:

1mi (30 drops) selution contains
phenobarbital 18,4 mg
ethylbromisovalerate 18,4 mg

Cuna aivakTsHicTh:
1 a1 {30 Kpaneas) posHKHKY MICTHTL
denobGapbitana 18,4 mr

eTunbpomizopaiepianara 18,4 mr

Medicinal form: oral drops, solution

JNixapeska Gopaa: kpansi OpaTbit, po3ann

Size and 1ype of packaging: 50 ml in a dropper-bottle, I a dropper-botile in the

carton box

Pozmip Ta sy ynakoaxu: no 50 mn y daarxoni-cpaneanuuui, no 1 gaakony-

rpaiteap i y waprounii kopotui

Batch number:
Homep cepii: 246691

Batch size:

Expiry date:

Darte of manufacture:
Jara supebuuursa: 17.11.2022

Poamip cepiit $58.398 ¢

[lata jakiuennn Tepsmity npugatrocti: 11,2025

Narme, address, license number of manufacturer:

Krewel Meuselbach GmbH/Kpesean Moiizeanbax I'wbX,
Krewelstrasse 2, 53783 Eitorf, Germany
DE_NW_04_M14_2019_0021

HaitseHyBatta, MICUE3HAXOIKEHHS, HOMED Aitien3il BapobHusa:
Kpesess, Moitzensbax ['woX,

Kpenemswvpacee 2, 53783 Alropd, Hiveuuina,
DE_NW_04_MIA_2019_0021

Certificate of GMP compliance:
Ceprudirar sianosigHoctt GMP:
Ne DE_NW_04_GMP_2019_00646

Pace | from 2/Cropivga | 132

Quality parameters
[loxazuuxu axocti

Control method requirements
Bumory metoliB KOHTPOMIO

Results of controf
PelvabTaTh SKoCTi

Appearance Colourless solution with aromatic odour. | Cotourtess solution with aromatic

Onue with bitter flavor odour, with bitter flavor
BesGapuuuii posuny 3 apOMATINM BestapnHitit posiu 3 apOMETHHM
JANANONL 3 TIPKMM CMAKOM JANANOM. 3 FIPKUM CMAKOM

pH (1:10) 4065 5.4

Refraction inedex 1.360 - 1.368 1.366

[ToKAZHKK 3AI0MACHHS
0.9000 - 0,9400 09231

Densiry (gimh
["verHua (/M)

Nominud volume
HomitanpHult 00'em

> 30 M3

Corresponds tor
Biarnosinac

Identity

Inewrndikanig

. Phenobarbital/Lesobapbitan
Ethylbromisovaleratel
Erunbpomizosanepianar

2. Mint oillOnis v sT0d
Hop ailfOnis xmimo
Ethanol/Eranon

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

QcuoBHl iKY ga XpoMaTorpamMax
BHIPOSYBAHOID | POIYMHY TOPIBHAHNA 34
MACAMM YTPUMYBAHES | 1A0MAMY Tikis
rosyRi 36iraraca.

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

Qcsonui KK Ha XPOMATOrpaMax
BUAPOGYDAIOrO | POTUHAY NOPIBIAIHA 32
yacaMy YTpUsyBatiis | aomansy nixis

I nonutni 30irarKes,

Corresponds to/
Bianosigac

Corresponds to/
Bianosinae




Krewelstrasse 2, 33783 Eitorf, Germany
/Kpesensurrpacee 2, 53783 Anropd, Himeuuuna
TelSTen : +40/2243/87-113; Fax/Bare: +49/2243/87-135

CERTIFICATE of QUALITY of a medicinal product
CEPTUDIKAT SIKOCTI sikapenkoro 3acody

Name of medicinal produce: VALOCORDING
Hafimerysansa aikapcokore 3acody: BAROKOPJHHE

Country of manyfacture: Germany
Kpaina-supobunk: Hivesunua

Number of the registration certificate (Ukraine):

Howmep peectpauiiinore nocsinsenss (Yupaina): NeUA/B462

11.01.2018

Power of action/activity:

Imi (30 drops) selution comtains
phenobarbital 18,4 g
ethylbromisovalerate 18,4 mg

Cuna Ail/aKTHBHICTS:

I sr (30 kpanens) posunny MicTHTL
denobapliTans 18,4 mr
erunbpomizosanepianara 18,4 wr

Medicinal form: oral drops, solution
Nikapeska opma: Kpansti Opastbitl; po3 UK

Size and type of packaging: 50 mi in a dropper-bottle, I a dropper-bontle in the

carton box

Po3sip Ta sin ynakoakn: o 50 sty gasconi-kpanensinit, no t uakony-

wpRILILHING ¥ KapTonill kopodui

Baich manber:
Howep cepii: 246691

Batch size:

| Date of manufacture:
701/01 sin

Expiry date:

Poasip cepii: 55,398 ¢

Jlara supoSunursa: 17,11.2022

Jiara 3akisseHus TepMiny npuaarnocti: 11,2025

Nane, address. license mamber of manufacturer:

Krewel Meuselbach GmbH/Kpesenas MoitaeanGux TMEX,
Krewelstrasse 2, 53783 Litorf, Germany
DE_NW_04_MIA_2019_0021

HafiMEHYBants, MICUCTHAXQUKEHHS , HOMEP AILEH3IT BUpOSHIKa:
Kpenesas Moitaeanbax T'w6X,

HKpeseapmtpacee 2, 53783 Adtropd, HiMenunna,
DE_NW_04_MIA_2019_0021

Ceriificate of GMP compliance:
Cepmdikar pianosiznocri GMP:
Ne DE_NW_04_GMP_2019_0016
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Quality parameters Control method requirements Results of control
[ToKA3HHKH RKOCTI Bumory mMeroais KOHTPOAIO Pelvastaty awoeri

Assay/
KinsxicHe BUIHAYECHHS
L. Active ingredients (g/100 mil)/

Jiroui peuossnt (/100 mn)

Phenobarbital/®enotapbitan 1.75-1.93 1.84

Ethyibromisovalerate/ ErvaGposisosanepianar | 1.75-1.93 1.82
2. Ethanol (% voly

Etarion (% 06 em) 33-58 57
Microbialogical purity/
Mikpobiosoriuna suerora
Total number of aerobic microorganisms (TAMC); | Not more thar )2 COE g or COEN mi < 107
JaranbHa KiaskicTs aepoGHitx Mikpoopranismis He Simstne 102 KYO/ 1 1 afo KYO/ v
(TAMC)
Total munber of yeast/mold fimgi (TYMC)/ Not more than 100 COE/l g or COEZT mi < 10!
JaranbHa KiALKiCTs ApHRAKOBUN/ UBIICEUX rpubis He Binswe [0 KYO/ 1 rabo KYO/T mn
(TYMC)

Absence in | g or I ml Absent

Escherichia coli Bizevruicrs B 1 rabo | mn Bilacyriiit

Certification statemeni:

Jagsa npo ceprudirauio:

[ hereby certify that the above information is authentic and accurate. This bateh of
product has been manfactured. invluding packaging/labelling and quality control
at the above meniioned site in full compliance with the GMP requirements of the
{ocal Regulatory Awhority and product specification file for Medicinal Products.
The batch processing, packaging and analysis records were reviewed and found to

be in campliance with GMP.

LIMM 2 3acBiAHYI0. Wo HakexeHa puile indopmauin € AOCTOBIPIOIO Td TOUHOIO.
Llio cepiio npoAYKLIT Sys0 sHpobIcHO (BKTIOHAI0NH NakyBaHA/MapKyBakH) Ta
IPOBEACHD KOHTPO:R 1§ #KOCTI Ha BHILEIA3HAYCHIN AianHuLl y nosuiii
BLANIORIIHOCT] 3 BMoramMy GMP. sCT@HOBACHAMY MICLCBItM PEryIRTOPIHM
oprasios Ta cneundikauii Ha aikapesnit sacio. IPOTOXONH BUPOGHUITTBA

Name and position/tide of person authorising the butchrrel
Ivs ma nocada ocobu, AKa Hadae DO3GIN KA GHIVCK e

K. Venus | K. Benepa, Head of Quality Contralfiepinups caysin AKOCTI
11 ocoln, sKa Hagae .fm'jm'é: \glx BUNYCK cepif
Wrampifleuirea
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Signature of person awthorising the batch refeased iy

Date of signatuse/Qara nianneanus, 03.01.2023 - .7
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JRIKY B TA AHAJH3IR OYAU HEPETIRHYT) T4 BCTAHOBASHO sianosiasicrts GMP.




