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Deutsche Homoopathie-Union | DHU

J

Certificate of Analysis
Ceprudnkar aHanuaa

Quality Control
KoHTpont kavecTea

Product / Mpogyxkr Umckalor® solution, oral solution, 50 ml solution in vial; 1 vial in carton box with labeling in
Ukrainian and Latin / YMkanop , po34uH opansHMii , 50mMn y thnaxkoki; no 1 tnakouy B
KAPTOHHIW KOpoOUi 3 MAPKYBAHHAM YKPaTHCLKOK Ta AHIMIACEKOK MOBaMK

Country of manufacture/

CrpaHa-npoussogurens Germany / FepManus

Batch No. / Cepusi Ne 2270520

Number of the Cedtificate / DHU-6452

PervcTpauuontiein HoMep cepTudvxaTa

Number cf the registration document / UA /6691701701

Homep perncTpauMoHHOIO CBUASTeNbCTRa

Valid untit / Cpox aeicteus from 18.08.2017 for unlimited term

Big 18.08.2017 no HeoGmexeHun

Compliance Certificate GMP /
Ceptudukat cooTeeTeTBMA GMP DE_BW 01 _GMP_2018 0050

Manufacturer / MNpousscaunrtens Dr. Willmar Schwabe GmbH & Co. KG Willmar-Schwabe-Stralie 4, D-
76227, Karlsruhe, Germany / [ip. Bunbmap LsaBe M'm6X u Ko. KT Bunemap-lUsabe-
Wrpacce 4, D-76227, Kapncpys, Mepmanus

Manufacturing Authorization / Nuyenana Ha T
NpPoW3BOACTBO DE_BW _01_MIA 2019 0094/DE BW 01 Schwabe

Strength / Potency / Cuna gelcTans / AKTHBHOCTS Extract of Pelargonium sidoides root (1:8-10), Extraction agent: 11% ethanol {w/w} 800 mgig /

CnupToBOi SKCTPAaKT U3 KopHe# Pelargonium sidoides (MenaproHum ouuTKoBOR) (1:8-10), akcTpareHT:
aTaHon 11% (m/m) 800 mir

Parameters / MapameTpil Specification / Cneumdukayus Result / @akr.
Appearance / BHelwHyit aug, light brown to reddish brown liquid* / corresponds / cooTBeTceT.

OT CBETNO-KOPUYHEBOTO 10 KPACHO-KOPUHHEBOTO LBETA MUAKOCTL®

Identity / Mog nuHHOCTHL

Extract of Pelargonium sidoides roots corresponds / cooTBeTCT.
(1:8-10) (TLC) / crnprosoit aKCTpaKT 13 KopHeit

Pelargonium sicoides {1:8-10)

corresponds / cooTeeTeT.

Glycerol and Ethanol (HPLC of assay) / rnuuepuH, RT corresponds to RT of calibration substance (+ 5 %) / corresponds / COOTBETET.
gradon COCTAETCT./BpeMs YAEPKUBaHUE + 5%
Dosage and unifermity of dosage units (current Ph. corresponds / cooTeeTCT. corresponds / coOTBETCT.

Eur., “Liquid preparations for oral use”) ! [loza u
OAHOPOAHOCTL AOMPOBAHHBIX eAuHIY (MOHOrpadma
«©Kuaxue Npenapartbt ANS NEPOPaNLHOTC
NpUMEHEHKA»)

pH value (current Ph. Eur.) 40-6.0 45

Relative density {current Ph. Eur.}/ 1.018 -1.038 1.029

OTHOCWUTESbHEA INOTHOCTL

Microbiological testing Ph. Eur. 5.1.4: / Esp. ®apm. 5,1.4: corresponds / cooTeeTCT.
(2.6.12/2.6.13 Ph. Eur.) TAMC = 10° CFU/ml /

a3pobHete bakrepuu: £ 10° KOE/ mn

TYMC < 102 CFU/ml /

APoHoK. ¥ NnecH. roubbl: < 102 KOE! Mn

bile-tolerant gram-negative bacteria < 10% CFU/mi
IpamorpuLiaTenbHble GaKTEpMY, YCTORYMBBIE K 4E8RCTBUI0 Menuun: <
10% KOE/ mn

Salmonelia: absence in 10 ml / orcyreTe. B 10 Mn

Escherichia coli: absence in 1 ml/ otcyTcTs. 1 Mn

Staphylocogeus aureus: absence in 1 mil/ orcyTcTB. B 1 Mn

Muxkpobuonorunyeckas 4ynctoTta

Assay / Copepanue

Extract of Pelargonium sidoides roots {1:8-10) / G J
. p : Sy o 7.6 g-8.49/10 g liguid (tolerance: 95.0 — 105.0 %)/ 80g/10g
CRMPTOBOK IKCTPAKT U3 KOpHEK Pelargonium sidoides "y Wi
| (1:8-10) (wfht) 7.6 r-8,4r/10r pacTeopa (95-105 %) 80r/10r
Total phenols (Photometry on total phenols) 8.0-480mg/ 10 g liquid / 244 mg/ 10 g liquid /
OBwwue geHontb 8,0 —48,0 mr/ 10 r pactsopa 24,4 mr/ 10 r pacreopa
e 0y [ = [ [
Glycerol (HPLC) / riauepuH 85 % (wi) 2:]‘3) 22.0 % (wiw) glycerol 85 % / 18.0 — 22.0 % rnuuepwH 85 % 20.1 %
Ethanol (HPLC) / ataHon % (06./06.) 7.2-10.4 % {w/w) ethancl / 7.2 — 10.4 % sTaHon {06./06.) 101 %
Batch size / Konuyectso npenapatos s cepuy 10050 Pack./ 10050 yn.
Manufacturing date / lata nponssoacrea 04/2020 o
Expiry date / Fogex go 0. ¥ 4
Date of release of finished product / lara euinycka 41.856.2 2 B N
FOTOBOIO npaaykra > = 5
| hereby centify that the above information is authentic and accurate. This batch of product has been manufactured, inciuding packaging/iabeling and quality cog} abave men sit in fulk
campliance with the GMP requirements of the local Regulatory Authority and with the specificatiens in the Marketing Authorization of the importing country or gt pecification r nv% o 2
Medicinal Products. The batch procassing, packaging and analysis records were reviewed and found to be in compliance with GMP. # 81, Hukencanucasiumigh, éshdeTnnncrayio, a3gHhan shy
MHPOPMALMR ABNABTCA JOCTOBE DHOM 1 TOUHOA. 3TY Cepuio NPOAYKUMA MIrOTOBMIM (BKNkouaA Y¥raAKOBKY/ MEPKAPOBXY) M NPOBENK KOKTPOND @& KaYecTsa Ha | SHYTOM yq@‘e B } e
COOTBETCTEWM C TPLBOBaKUsAMM GMP, YCTaHOBReHHbIMM MECTHBIM PETYNATOPHLIM OPFAHOM, & TAIOKE COMacHo CReLMdUKaLM, KOTOpLIE COARPHATCA B pe g HHbIM JOCE 7] To;@)a@m@n‘s
CTPEHbI-HIrOTOBHTENA NMGO %E CTPaHLI-MNCPTEPa, eCNK NPOAYKLIMA MMIIOPTHPOBAHA, NEO B 4OCKe CneundbMKaLIWA HA NPENAPAT ANA UCCIEYeMOorc neka| 0 CROAICT, poTakons|

L NPOW3804CTBA, YNAKOBKN M BHANU30E BLINH NPOCMOTPEHL! M YCTaHOBNEHE CoOTEETCTEHE GIMP.

I = 7

*Alter a longer period of time plant-based extracts in liquid-form may tend to turbidities which, however, do not have any effect on the product's efficacy. Since) mgkalor solutdivys a n_;_‘ai_u?g‘ ey /

product slight variations in colour and taste may occur. /* Y BKCTPAKTOB PACTUTENLHOIO NPCUCXOMACGHUA B BUAE PaCTBOPOB MOMYT HEBNKASTLCR € TeveHKeM abEMEROM AR, E'QBﬂuftmu(ﬁe,_j P/
D

H3 IPAERTUBHOCTS NPenapara. T k. YMKAIOp ABNAETCA NeKapCTee HHbIM NDENADATOM PECTUTENEHONO NPOMCXOKIEHAS, BOAMOMKHS! HEIHAHTENbHLIE OTKIOHE Hieh T&m’sxyg‘é;’ /

Date / lata - Quality Confrol / Kburpons kaigdfeac

24.08.2020 Dr.J.Busch/[l-p . Byw =~
& (/%zz

Leiter Qualititskontrolle / Pyxosogutens orgena
KOHTpONA Kayecrsa

7 JO-18 ROAA
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