IEPYITIKCIIYIKBA YKPAIHU
NEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCbKIN OBJIACTI

npocnexr Banepis Jlobanoseskoro, 51, at. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Koa €/IPIIOY 37078774

BUCHOBOK
Npo sIKicTh BBE3eHOro B YKpaiHy JiKkapcbKoro 3ac00y

12.05.2020 Ne 22958/20/10

HYKC BOMIKA-I'OMAKOP

(afiMeHysaHis JliKapeaKoro 3acofy 3ri0 3 peceTpauiiinm (OCBIAMEHHAM)
kpanJi opaabai no 30 ma y guakonax-rpaueapuumsx Ne 1

(popma BHITYCKY. 103YBAIINA, BHIL NAKYBAHHA JUKAPCHROID zacoby)
Howmep peecrpauiiinoro nocsimuenns UA/3126/01/01 crpok aif peectpauiiinoro mocainuens 27.07.2020

Cepis nikapcbkoro sacoby Ne 90498 KiznkicTs BBe3eHOr0 Nikapeskoro sacoby 26037

BupoBuik Bionorime Xaiinomirrens Xeens I'm0X, HimedunHa

(naitvenynanHa BpoBRIKG NiKapCLROTO 3acofy, KpATHA MOXOHXEHHS)

Baesero 8 Ypaiy Tosapuerso 3 06Meskenolo sianosizaapuicrio "IOBIAH ®APM
TPEUI", inenr. wou: 39278099

(ililli\lt.li\’BleHS T4 K011 33 CAAPTIOY lopi;uniHoi ocobi afo npisBuue, iM'a, no Gathkoni (izninol
ocoBu - mianpuiesius, 1 micue npokiBanng 1 peecTpauiiituii noMep oBnikosol KAPTKH MIATHHKR
AcaaTkie abo cepis Ta HOMEp HACnOpTa)

Mpotokon Bisyansuoro xourpomo six 29.04.2020 Ne 1414/12.

3a pesynsTaTaMH  JIGPKABHOrO KOHTPOMO  BCTANOBAEHO, WIO nikapcbkuil  3acif  BBeseHo B Ykpainy
HOTPHMAHHAM BHMOr 3aKOHQAABCTBA LIOAO sabe3neucHns AKOCTI RIKAPCLEITX 2ac00iB.
380'1‘)’1’1}1}‘11{ Haqaﬂbnmca Bummy

e )KdBHoz cn }KGH 3 MKAapchKHX 3acoDiB
Hep J P o 3yGapera H.B.
Ta KOHTpDJTIO 3a I{apKOTHKaMH y KuiBcskiit i

obmacti - & zff

{aiannc) (iniliany Ta npi3sBUILE)

(nocanosd ocoba Oprauy JEPUABHOTO KCINPOIIO)
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-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTA®IKAT AKOCTI

Product: NUX VOMICA-HOMACCORD®, oral drops in 30 ml dropper bottles N 1
Hponyruia HYKC BOMIKA-TOMAKOP], Kpanuti opansri mo 30 ma y frakonax-kpaneasaumax Nol
Batch Ne: 90498 Batch quantity produced in total (packs): 26037
Howmep cepii: 90498 KinbricTs npogyuil s cepir (YymaxoBok): 26037
Manufacture Date 27.01.2020 Registration license number: UA/3126/01/01 valid till 27.07.2020
JlaTa BUpoGnnITRA; 27.01.2020 Homep peccrpauifinore nocsinuenns: UA/3126/01/01 niitcne o 27.07.2020
Expiry date: 12,2024 Country of origin: Germany
Tepmin npaaaTaoCT ! 12.2024 Kpaiua noxomxenns: Himeuunua
Testing point / Specification / Results / Control methods/
Hoxaznuxu axoemi Chenuixayin Peaynvmamy Memoou xenmpoiro
Odour Of ethanol. Corresponds QCM, 1t. 1, GHP, H2.2.1
3anax Etanony, Bianozsinae M1, 0.1, GHP, H2.2,1
Clarity Clear, Corresponds QCM, It. 2, Ph. Eur. 2.2.1
Hposopicts TXposopuii. Binnosigac MKA, n. 2, €sp.®. 2.2.1
Colour Colourless, Corresponds QCM, It. 3, visually
Koaip Bes6apsnuii, Binnosinae MKH, . 3, misyanbno
Hazen number 0-20 (test solution). 0 Hazen QCM, It, 4,visually,” Aquaquant
(degree of tint) Color” colour scale
Yueno Xazena 0-20 (Bunpofysanmii posunm). 0 Xazenir MK, n. 4, Bisyaasno, mrana
{(x0sIbOpOoRicTE) Koabopis Aquagquant Color”
Ethanol 33%-37% vol, 34,6 % vol. QCM, It. 5, depending on density, Ph,
Theoretical ethanol content; 35 % vol. Eur. 5.5
Eranon 33%-37% 06. 34,6 % of. MKH, n. 5,8 3anescnocTi sig
TeopeTnunnii smicr eTanony: 35% o06. rycrepu, €sp. @, 5.5
Relative density 0,954-0,960. 0,958 QCM, It. 6, Ph. Eur. 2.2.5
Bianocha rycruna 0,954-0,960, 0,958 MKA, 1. 6, Esp. ®. 2.2.5
pH 5,0-7,0. 6,4 QCM, It. 7, Ph. Eur. 2.2.3
pH 5,0-7,0. 6,4 MKH, n. 7, €sp. ®.2.2.3
Microbiological Ph. Eur, 5,14 QCM, It. 8, Ph. Eur, 2.6.12, 2.6.13
contamination*® TAMC: max. 10* CFU/ml, Not tested
TYMC: max, 10" CFU/ml. Not tested
Escherichia coli (in 1 ml): absence. Not tested
Mirpobioaoriuna €sp. ®.5.1.4 MK, 1. 8, €8p, @, 2.6.12, 2.5.13
YHCTOTA® TAMC: make, 10* KYO/ma, He nposoguaocs
L TYMC: maxe. 10! KYO/ma. He nposoaunocs
ORIy vy ST SRt Escherichia coli (s 1 ma): pigeyrniers. He nposoauaoce _

“MPOBOAHTHCA TINLKH AR KORHOT 5-1 Cepil

Site of manufacture: Biologische Heilmitte] Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE

BW_01_MIA_2019 0055,

Bupobuuua pinsanusn: Bioxorine XaiiaemiTreas Xeenn T'm6X, 1-p Pexeser-mrpace 2-4, 76532 Banen-Banen, HiMeaunna,
Homep sinensii na BHpoGRIUTED T2 KOHTDOJIIO SKOCTI: DE_BW_O]__MIA_ZOIQ_OSS.

1 hereby confirm that the above information is authentic and accurate. This batch

of product has been manyfactured, including

packaging/labeling and guality control at the above mentioned recognized building in full compliance with GMP reguirements of the

local regulatory

authority and with specification in the marketing authorization of the importing country. The batch processing,

packaging and analysis records were reviewed and found to be in compliance with GMP,

Mo nagedena euue indopmania ¢ cnpassiciboio i moynoio. Cepia npenapamy oviia enzomognena, ¢ moay
npoyedypu Konmponio sxecmi na 3A3HAYEHIT Guwle GupEFHIYl dlnvnuyi 6 noguii
ECIMAHOBNENUX MICHEGUM PezyRamOPHEM 0P2aHOM, a
nepeddauenmx y Jlinensii na SUpOGRURMEY  Kpainu-iMnopmepa 31
nepedbavenumu  dnxn Oocaidvicysanux  jiKapeskux  3acodie. Hoxymenmania cmocosne
Hanencnor

Hun 2 nidmeepdaicyro,

vucni ynaxogana i nepesipena, ¢ Mexcax
siénosionocmi do eumos npasun Hanexenoi
marexnc & nosniii gionegionocmi o cneyugikanii,
Ha  npodykyio,

sUpOBHUYmMEn, nakysanua i ananizy
Bupobuuuoi Hpaxmuxu (GMP), s

cneyupinayismu

Name / IIIE;
Signature / Hiannc;

Position / ocana:

Date of release / Hara BHIyCKY cepil B npoaas;

Bupobuuyol Hpaxmury (GMP),

cepil fyaa nepesipena, i ynap ECINANOEICHO, {0 6OHQ sidnaﬁg)pgﬁ:ﬁﬂﬁ?&f&“
-y wDalRg

Dr, Maﬂi? Kiihn - [I-p Mapmin Kion,
(‘Z—‘l.-‘..-._\
(P

Quality Control Manager / ¥nosnoga
18.03.2020

Binlogische Heilmittel Heel GmbH, Dr.-Reckeweg-Str, 2-4, 76532 Baden-Baden, Tcl.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640
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