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HEPXXIKCIIVIKBA
AEPKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOEBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM Y JKUTOMUPCLKIIA OBJIACTI

Byl Jlexa Kaunncskoro, 12-A, M, Huromup, 10014, 1.0-412-41-32-8 1(82),
e-mail: dls zt@dls.gov.ua, caiir: https://www.dls.gov.ua/suroMupeska-o6macts/ Ko CHPIIOY 37072196

BHCHOBOK
Npo SIKiCThL BBe3eHOro B YKpainy JiKapchbKoro 3acoly

26.03.2021 Ne 15063/21/06

BAJIOKOPIMH®
(HalMeRyBaHHs Nikapcekoro 3acofy 3rifuo 3 peectpauifuum mocsigaeiHsm)
Kpami opajbui, posunn; mo 50 ma y ¢paaxoHi-kpaneanuuni; no 1 (paaxony-kpaneasHuui y ,
KapTOHHIN Kopobui : B
(popma Bunycky, no3ysanus, BUA TIAKYBAHHA JIIKAPCHKOTO 3acofy)

Homep peectpanititoro nocsinvenns UA/8462/01/01 crpox nii peectpanitinoro mocsixuenus 01.01.2099

Cepisa mixaperkoro sacoGy Ne 104011 Kinexiers BBesenoro nikapeskoro sacoby 55140 ynaxosok

BupoGruk Kpeseas Moitzeantax I'm6X, Hiveuunna
(HakMeHyBaHHA BUPOGHHKA NIKAPCHKOrO 3aco0y, xpaiua noxomxenHs)

Baesero B Vipaliny TosapncTeo 3 06MexeHO00 BiqnoBizaabHicTIo "Kpeseas

Mo#sennbax", izent. xon: 33063895 v ol

(natimenysanus ta ko4 3a CIPTIOY 10pHAHTHOT 0coGH 460 npisenine, iM', no Garwroni Gizudnot

0o - nianpuemus, 1T Micue npokKBarns Ta peecrpafimi HOMED 00MiKOBOI KAPTKH NATHHKR
nozatkis abo cepia Ta HOMep macniopTa)

Hporoxon sisyansuoro xonrposmo six 25.03.2021 N 72/0/01.06-21/1.

32 Pe3YNSTATAMH JEPIKABHOTO  KOHTDOIIO BCT2HOBICHO, 110 Jikapehxudt 3aciG  BeeseHo B
AOTPHMAHHSM BHMOT 3aKOHOIABCTBA LI0/I0 3a6e3NEYeH s SKOCT] TikapchKHX 3ac06iB.
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Frewel Meusethach GmbH/Kpesess Mofisencax | aal
Krewelstrasse 2, 33783 Etort, Germany
Jpesesnunpacce 2, 33783 Adropd, Hivernia

TelTea - ~AW2243R7 113 Fax dage 49 224387115

CERTIFICATE of QUALITY of a medicinal product
CEPTH®IKAT JKOCTI nikapebkoro 3acoby

Name of mediciald product VALOCORBIN® Barch numbher:
Hafissenvisaiizs aikapesxore zcody BAJTORKOP N & Howtep cepir: 104014
Ceyniry of manufactive Germany fHatch size:
Kpaina-suporine Hiscuania Pessip cepii: S3140 g
Neamber of the registration certtficate fUkraine)- Dare of manyfucturs:
Homep peecepaniiinoro nocsiauenns (¥ rpalia) Net A/8462/01/01 via Mata supobunirrsa: 25.01.2021
11.01.2618
Expiry dare.
Power of actiaw aciivig: Flara sakingennn repsuity ngigariocr: 0L2024
imi (30 drops} solution contuins
phenebarbital 18,4 mg Newme, address, license number of manufucturer:
ethylbromisoviderate 18,4 g Krewel Meuselbach Gmbl/Kpesess Meiteanbax [ voX,
Cunia AiYasTsnicTs: Krewelstrasse 2, 33783 Litorf, Germany
I st (30 Kpaness) posuuy MicTHTL DE_NW_04 NMIA 2019 0021
penobapbiraaa 18,4 aer Hailsmesypaiins, siciesnaxomieiis, HOMER JHCHL BUPOGH UK
ernnéponizonaiepinnara 184 Kpepesin Mofizeasdax UmoX,
Kpeseasurrpacce 2, 53783 Ajitopds, Histewunna,
Medicinal form: oral drops, solutton DE_NW_04_MEA_2019_0421

Jlikapesia Hopsia Rpanai opadisit, posusn
Certificate of GAMP compliance:
Size and ype of packaging: 50 mi in a dropper-bottle, | a dropper-bottie in the Ceprudirar sianosiaaocti GMP:
carton box Ne DE NW_(4_GMP_2019_0016
Poamip T2 BT YRAKOBRH: 110 50 Ma ¥ daareni-kpareiasunui, 10 | dankouny-
KpANEILRALL Y ®aprounii kopotni

Quality parwmeters Control merhod requirements Results of control
TToxkasunkn sikocri BHAMOTH MeTOIIB kROATPoAK Pesyswraty awoeri
. Appearance Colourless solution with aromatic odovr, | Colourless solution with aramatic
i Quuc with bitter flavor adour. with bitier figvor
' Be30apBHHEA POIUHH 3 APOMATIIHM besGapsunil pOIUHE 3 APONTTHI
: SAIIXOM, 3 TIPKHM CMAKOM | SHNANOM, 3 FIPKHM CMAKOM
pH (110 40-65 ol
Refraction index 1,360 - 1,368 1.366
floxaziur sasoMaeHIs
Density (g/mi) 0,900 - 0,9400 0.9230
[verina (v S
Nominal volume 250 ma Corresponds o
Honinaaeunii 0b'en Bianopizue
Identity
LaenTHdirania
I, Phenobarbital-®enobapbiran The main peaks in the chromatogram of Corresponds 1o
Ethvlbromisovaleratel the test solution and the reference Biuosizae
ErnaGpomizonaiepiana soluiion in terms of retention times ard

- peak areas should coincide.

OcHosni NiKH HE XPOMITOrPaMaN
BHAPROOYBAHOTO | PO3UMMHY ITOPIBHIHIA 38
HACHMH YTDHMYBALHS 1 MAQIAMH Nikin
HOBAHHI 30raTHCs.

2. Min oiliQsis s’ st The muin peaks in the chromatogram of
Hop oil/Onin xaimo the lest solution and the reference Corresponds fo
Ethanot/Eranon solution in terms of retention times and Biarosiiae

peak areas should coincide,

Ocuonni kK HA XPOMATOTPAMAx
BHUPOOYBAHOIT | POIUHIY NOPIBIEALIIS 32
YACHNH YTPHMYBAHHS 1 ILIOWAMY KB
noBHHI 36iraTHs .
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. Power of actionsactivity:

- eryiiposizopasepianara 184 mr

44 5ensd E e
Kiewai Meuselbach GmbH/Kpraess Moizensdan FuGN
Krewelstrasse 2, 53783 Eitorl, Germany

/K peseasmrpacce 2. 33783 Aivoph. Hivenunua

Tel Ten: =1972243:87-F1 30 Fanchawe 2 09:2243:87-138

CERTIFICATE of QUALITY of 2 medicinal product
CEPTH®IKAT AKOCTI aikapebroro 3acoby

Nowme of medicinal product. FALOCORDING Batch number:
Hadisenynang AKapceroro 3acody: BAJOKOP IS Hosep cepii: 104011

oty of mainifacinre: Germany Batch size:
Kpatna-snpodung: Hiseuuia Posup cepii: 55140 ¢

Number of the registration certificate {Ukraine): Date of manyfacture:
Hosmep peecmpamiiitore nocsimenss (Y rpaina): Nel!lA/8462/0 /01 via Hara supobnuirrsa: 23.01.20621
11.01.2018

Expiry date:

Jlama saxhigeinn yepsiny npuaatnoct $1.2024

Imid (30 drops) solution corntaing

phenobarbital 18,4 mg Name. address, license munber of munyfacturer:

ethytbromisovaterate 18,4 mig Krewel Meuselbach GmbH/Kpeneins Moidizeanfax 1uiX,
CoiAa ANAKY ARHICTS: Krewelstrasse 2, 33783 Eitorf, Germany

101 (30 kparedib} poTaHIY MICTHTS DE_NW_04_MIA_2019_9021

dennfaphiraia 18.d a1 Hafiyenysauun, MICHEIHAXODKEHHY, HOMED Fiuesdi sapntiuga.

Kpesesip Moitzeanbax I'méx,
Kpeseasurrpacee 2, 33783 Afirapdy, Hivteuusima,
fedicingl form: oral drops, solutien DE_NW_04 MIA 2019 0021
Mixapcera fopsa: kpanai epadsal, pozaun

Certificate of GMP compliance:

Sice andd e of packagmg: 30wl in a dropper-bortle, I a dropper-boitle in the Ceprigrixat siznoaiaocti GMP:

carton box Ne DE_NW_04_GMP_ 20619 0016

Possip ra sha yviakonks: 1o 50 s y doakouni-wpanennnani, no 1 dnavony-
KPAHEALIIIN ¥ KAPTOHHIT weopodi

Quality purameters Contral methad requiresments Results of control
o FoKaA3HHKH HR0CT) Brmoru metoais KoHTposiio PeyyantaTs anocti
Assay
KiabiicHe BU3HAYSHHS
b Aetive ingredients (g /00 ml)
Anonl penosunn {17100 wi)
PhenobarbitaliMenobaptiran [,75-1.93 {85
Ethnvlbromisovalerate Truibposizosaaepianar | 1,75-1.93 1.82
2 Ethanol (% vol)/
Erano (Yo 06 em) 33-38 56
AMicroblalogical puritv’
¢ Mixpofioaoriuma unctoTa
- Tolal sumber of aerobic microorganisms (TAMC), | Not more than 107 COEA g or COE mi < 7
3araneHa KLRICTL aepoBHMx Mikpoopraniamia He Bianme 10?2 KOFE/ | r ato KOE/ ma
[TAML)
- Toted number of yeast:mold furgt (TYMC) Not more than 10 COET g or COE/A ml < 10"
j JaranbHa <EsKICT ApBIGUKOBHX/UBIACBRX rpudis | He Glaswe 10° KOT/ 1 rado KOE/ s
[ (TYMC)
: Absence in i gorl ml Absest
~ Escherichia enli Bigeyraicts B | rabo | ma Bijeyruii

[ hereby cortify that the above information is authentic and aceurate. This batch of
product has been manufactured, including packaginglabelling and guality control
; at the ahbove mentioned site in full compliance with the GMP requirementis of the

tocal Regulatory Authority and product specification file for Medicinal Products
The baich processing, packaging and analvsis records were reviewed and found 1o
be in compliance with GMP.

Cepiification statement

1Iss o 3acsiguyo, Mo HasedeHa BHIIE iHQOPManis € gocToripueio Ta Touroo. Lo
cepito npoaykuil 6ya0 BHpoGACHO (BRMOMMOUM fIAKYBAH HI/MAPKYBAHHL) 12
npoBesAetn KOWTpoL T srocti na suinesasHavendd aiangd y nonmii
BLANDBLAROCTT 3 susoramst GMP, BCTAROBNSHIMH MICHESBHM DErYASTODHHM
oprasom Ta cnelnikaiii Ha Aikapebkril saci6. TIpoToKo:H BrpoBHHiTa,
raKyDaliiz Ta aHanisis Sya0 mepernsHyTo TA BOiaonaete pianosizuicts GMP.

3asna rpo ceptudikauiio:

Name and position/title of person authorising the baich refease/

Fusi ma nocada ocobu, ara wadae 0o36i va suryor cepli:

S Rabst /KD Kabet, Head of Quality ControlfKepirinig cavicdu 4xocti

Signature of person auhorising the batch refease/TTianue ocoBu, AKa 118JaC 10381 HA BHITYCK cepii

Date of signature/flava nianueaums, 03.03.2021 Stamp/Tlevaria
BT
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