HEPAUIKCITY KBA
HEPKABHA CIIYXKBA 3 JIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KMEBI

Bysi. bepesnsxipenia, 29, Kuis, 02098, Ten./daxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua https://www dls.gov.ua, Kop €/IPIIOY 37079055

BUCHOBOK
PO AKICTH BBE3eHOro B YKpaiHy JlikapesKoro 3acoby

28.12.2020 Ne 72862/20/26

YMKAJIOP®

(HafMenyBaHHs Tikapeskoro 3acoBy 3rinko 3 peccTpalliinnmM NOCBIAYCHHAM)
posvunn opasnbHui no 20 ma y guakoni; no 1 gaakony s xapronsiii Kopo6ui

{(hopMa BUMYCKY, AG3YBANHS, BHL NAKYRAHHS JIKAPCLKOTO 32c006Y)

Homep peectpauiiisoro nocsinuesna UA/6691/01/01 erpox aif peectpauiiinoro nocsinuesng HeoOMeKeHUI

Cepia nixapcbkoro zacoby Ne 2400720 KinbkicTs sBesenoro nikapeskoro sacosy 6000
BupoGhuk HAp. Binsmap [lpabe M'm6X i Ko. KI', Himeuunna
(Rafmenysanns sHpobRMKa fikapeskoro 3acoly, kpaiHa NOXOKEHHA)
Beeseno B Ykpainy IIpusartne akujionepse Topapucrso "HATYPDAPM", inewr. kon:
24930169

(nakiMenypauns ta kol 3a €APTIOY opuantnol ocobu abo npiseHe, im'a, no GaTekoB! Gizaunai
0coGH - rianpremita, i Miclie npoXkuBanHs Ta peecTpauiinmii momep o6nikoBoY KAPTKY MAATHHKA
nonarkis aGo cepia Ta HoMep nacrnopTa)

Mpotoron sisyanenoro woutposio sin 28.12.2020 Ne 4258/4.

34 pesynLTaATEMH  JIEPKABHOTO KOHTPOMO DCTAHOBIEHO, 1O nikapchkni  3aci6 BBeseHo B Vkpaimy 3
AOTPHMAHHSIM BUMOT 3aK0HONARCTBA LWOAC 3a03MEUEHHA NKOCTI TIKAPCHKNX 3aC0BiB.

OBIB T4 £5;

Muxkoia XOJIOAEHKO

(niammc) (iniutany Ta npiseuie)




Deutsche Homoopathie-Union
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Certificate of Analysis
CepTuduKaTt aHanusa

Quality Control
KaHtpons xavecTea

Product / Mpogykr Umckalor® solution, oral solution, 20 ml solution in vial; 1 vial in carton box with labeling in
Ukrainian and Latin / YMkanop , po3usH opanbhuit , 20mMn y ¢nakoni; no 1 ¢rnaxony e

KaPTOHHIA KOpoBLi 3 MapKYBaHHAM YKPATHCLKON Ta aHIMIKCEKOI MOBAMM
Country of manufacture/

CTpaHa-npousBsoauTent Germany | FTepmanun

Batch No./ Cepun Ne 2400720

Number of the Certificate / DHU-6452

PErucTpaumMonHbiin Homep ceprudmnkaTta

Number of the regisiration document / UA/6691/01/01

Homep perucTpaumonHoro ceupeTenscTea

Valid until / Cpox aeicravna from 18.08.2017 for unlimited term

Bia 18.08.2017 o HeoGMexeHMA

Compliance Certificate GMP /
Ceprudukar cooTeTcTBNs GMP DE_BW 01 _GMP 2018 0050
Manufacturer / Npouasoutens Dr. Willmar Schwabe GmbH & Co. KG Willmar-Schwabe-Strale 4, D-

76227, Karlsruhe, Germany / lp. Bunemap Wsabe M'MEX u Ko. KT Bunsmap-Liisaée-
Uitpacce 4, D-76227, Kapncpys, TepmaHns

Manufacturing Authorization / NvueHanr Ha DE_BW_01_MIA_2019_0094/DE_BW_01_Schwabe
NPOW3IBAZCTED
Strength / Polency / Cuna felicTeus / AKTWSBHOCTL Extract of Peiargonium sidoides root {1:8-10), Extraction agent: 11% ethanol {wiw) 800 mafg /

CnupToBOi IKCTPEKT K3 KopHelk Pelargonium sidoides (MenaproHyn oHuTKOBOM) (1:8-10), skcTpareHT:
bradon 11% (mim) BOO mrir

Parameters / apametps) Specification / Cneundukauun Result | dakr.

Appearance / BHeLLUHWI sug light brown to reddish brown liquid* / corresponds / COaTBETCT.

OT CBETNO-KOPUYHEBOrO A0 KPACHO-KOPUYHEBOIO LIBETA XUAKOCTE™

Identity / Moanu+HoCTL

Extract of Pel ni idoides -
{1:8-10) (TLEC?T’chnv::Tmo:f;;Kchzzsua KOpHen oS ponds / CooTEeTCT: S G
Pelargonium sidoides (1:8-10)

Glycerol and Ethanol {RPLC of assay) / Mnuuepus, RT corresponds to RT of calibration substance {(+ 5 %) / corresponds / cooTBeTCT.
araxon COQTBETCT./BPEMA YABPKUBEHWMA + 5%
Dosage and uniformity of dosage units {current Ph. correspands / COOTBETCT. carmesponds / CooTBETCT.

Eur., "Liquid preparations for oral use") / floza u
OAHCPORAROCTL AOINPOBAHHDBIX 84AUHKUY (MOoHOrpadiua
«Huakue npenaparbl 4N8 NEpopansHOro

| IPAMEHEHUAD)
pH value {current Ph. Eur.) 40-6.0 45
Relative density {current Ph. Eur.}/ 1.018 - 1.038 1.028
OTHOCUTENbLHAA MNOTHOCTL
Microbiclogical testing Ph. Eur. 5.1.4:{ EBp. ®apm. 5.1.4: corresponds / cooTeeTCT.
(2.6.12/2.6.13 Ph_ Eur.) TAMC < 10* CFU/m) /
Mukpofinonoruieckan YucToTa a3palHbie Gaktepuu: < 10 KOE/ mn

TYMC s 102 CFU/ml /

Apo¥ok. v nnecH. rpuber: < 107 KOES mn

bile-tolerant gram-negative bacleria < 107 CFU/m!
TpamoTpuyatensHbie SaxTepuy, YCTORUMBLIE K JEUCTBUIC Xenun: <
102 KOE/ mn

Salmonefla: absence in 10 ml/ orcyrera. 8 10 mn

Escherichia coli: absence in 1 ml / orcyTcTs. 1 MA

Staphylococous aureus: absence in 1 ml/ greyrcTs. 8 1 mn

Assay / Coaepwanue
Extract of Pelargonium sidoides roots (1:8-10)

o % ; i 7.6 g —8.4g /10 g hquid (tolerance: 95.0 - 105.0 %) / 8.1g/10g
c:%;ﬁ);g;a?;,;l;crpam W3 kopHeR Pelargonium sidoides 7.61-8,4r/ 10 r pacTeopa (95-105 %) 84r/10r
Total phenols (Photometry on total phenols) 8.0 -48.0mg/ 10 g liquid / 23.5mg /10 g liquid /
Obuue beHonb 8.0 — 48 0mr/ 10 r pacTsopa 23,5 mr / 10 1 pacrBopa

g, o, o o, o,
Giycerol (HPLC) / ruuepu 85 % (i) 2:";3)— 22.0 % (wiw) glycerol 85 % / 18.0 — 22.0 % rnuuepuk 85 % 20.3 9%
Ethanol (HPLC) / ataron % {06./06.) 7.2 - 10.4 % (w/w) ethanol / 7.2 — 10.4 % aranon (00./06.) 98 %
Batch size / Konudecteo npenapartce & cepun 40025 Pack.f40025 yn.
Manufacturing date / flata npouascacTtea 06/2020
Expiry date / Toaen go 06/2022
Date of release of finished product / 8ata seinycka 27.07.2020 .. .
roTCROrG NpoAYKTa oo e STTRISAL
1 hereby cenify that the above information is authentic and accurate. This batch of product has been manufaciured, including packaging/labeling and quality control at the 3boy “mentiched she{s) r{iquill’\\

cempliance with the GMP requirements of the lacal Regulatory Authority and with the specrications in the Marketing Authodzation of the importing country or praduct specrlfé"?an ﬁﬁ?’—m@%’m

Medicinal Products. The batch processing, packaging and analysis records were reviewed and found 1o be in compliance with GMP. / . nukenognucasiLmics, CBMAETMRECST R0, YTD, yKaIaHHaA Bal L

v OPMELHR FBNAETCA ACCTORERHOM U TOYHOM. BTy CEPHIO MPOAYKLA M3rOTORMIM (BXNIONAR YNAKOBKY! MADKUPOBKY) W NPOBENI KOHTPON® 28 KaYecTsa Ha auwey%‘y—rm as;n::?s NonHoM
h

COOTBRTCTEMM C Tpeboranuami GMP, YCTEHOBNEHHBIMN MECTHBIM PETYNSTODHBIM OPraHOM, A TAIOKE COMMNACHD ey , XCTOpBIE CO; TCA B PEMACTRELW n.!_u;; e n OproBof NWUEerIUI ™ |
CTPAHLI-MITOTOBITETIA NHED Xe CTPAHbLFUMNCPTEPA, ECNK NPOAYKLUMA WMNOPTUPOBaHA, NUBO B Aocke cneyUPUKaUMA H3 NPCNAPAT ANA UCCNEAYRMOrO NEXapCT BRHHOE 9 g:e;}eta{? ﬂpo_’mlgnpm .
- ¥ i P
§ 7 U P

NPOM3ACACTES, YNAROBKM W AHANWICHE GbiNK NPOCMOTREHb! ¥ YCTEHORINEHO COOTBETCTRHE GMP. o
*After a longer period of lime plant-based extracts in liquid form may tend (o Wrbidities which. however, G0 nol Nave any efect on the product’s efficacy. Since Umckafoy sblulion 15 @, natural 7
product siight variations In colour and taste may occur. / * Y IKCTpaxTon pacTHTENLHOM NPOVCXCRELHUA B BVQE PACTECPO8 MOTYT HAONAATLCA C TRHEHNEM BPEMENY pdiy‘rtewﬂ' e, nnnmonf.;?e
Ha aththeKTMBHOCTE NpenapaTa. T.K. YMKANCD SBMNReTCR NEXAPCTBEHHLIM MNPENAPITOM PACTUTENBHONOD NDOHMCCHLE HUR, BO3MOMHLI HEIHSYMTENLHEIE OTKNCHEHWA B BFO L! k v ot 2
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JEPXINKCIIYXBA
AEPXKABHA CJIYIKBA 3 JIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUHKAMM y m. KUEBI
Byn. Bepeanskieceka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua.https://www.dls.gov.ua, Ko €IPIIOVY 37079055

BHCHOBOK
Mpo sIKicThL BBE3enoro B YRpaiuy Jikapcskoro 3aco0y

03.12.2021 Ne 72900/21/26

YMKAJIOP®

(sadimenysanHa JikapeeKoro 3acofy Iriano 3 peecTpauifnnM nocelIycHnIM)
po3unn opaasiniii mo 20 ma y daakoni; no 1 daaxkony B kaprouniii kopobui
(opma BHITYCKY, AOIYBANNA, BHI MAKYBAHNA Nikapcsxoro 3acoly)

Homep peccrpauiiinoro nocsiguenna UA/6691/01/01 erpox nil peecrpauiiivoro nocsiauenna HeobMexeHH it
Cepis nixapeskoro 3aco6y Ne 3011121 KinkicTs BBe3enoro nikapeskoro sacoby 30000

Bupobuunk Jp. Binsmap IlIsa6e I'm6X i Ko. KT, Himeuunna

(nafmenysanng supobnuka nikapcexoro sacoby, Kpaina noxoIxciiig)

Bsesero B Ykpaity Mpusarie akuionepne Topapucrso "HATYPOAPM", ineut. xon:

24930169
(nafimestysanig Ta xoa 3a CAPHOY wopuanunor ocobu aGo npizemme, iM's, o Garsxosi Giznauol

ocol# - niaapHeMus, T Micue npoxvBaia Ta peccTpauifinui nomep o61ikoBol kapTKK MaaTHUKA
noaarkis abo cepis Ta HOMEP Nacmopra)

Mpovokon sisyansnoro xonrpomo sin 03.12.2021 Ne 4579/2.

3a pesynsTaTaMM  ACPXKABHONO KOHTPONIO BCTAHOBACHO, W0 Jikapeekuii  3acib meeseno B VYxpainy 3

NOTPHMANIIAM sumor 3akono, aBeineuenns skocTi nikapeskx 3acobis.

Hauaneunk Muxona XOJIOAEHKO

(nianuc) (ininianu Ta npiseuuie)




Dr. Willmar Schwabe GmbH & Co. KG

SCHWABE

YkpaiHa
KouTtpons sakocTi

AOp. Binemap Weabe MubX i Ko.KI

Binsmap-lUsabe-wrp. 4
76227 Kapncpye
Himessmna
P.O.Box 410925
76209 Kapncpye
Himeuumna
Ten.: + 49 (0) 721 40 05-0
www.schwabe.de
www.schwabepharma.com

HonaTtok 1

CeptudcbmkaT BignosigHocTi Bumoram DE_BW_01_GMP_2019_0136

HBIN

NiueHsin Ha BupoBGHMUTBO Ne DE_BW_01_MIA_2019_0094/DE_BW_01_Schwabe
Anpeca BupobHuka (Micue Binemap-leabe-lWrpacce 4, 76227 Kapncpye, HimeuuunHa
supobruytea)

Heknapauis npo cepTudikadito

Lim 5 niaTeepaxyro, wWo BuweBuknaneHa iHopMauis € aBTEHTUHHOK | ToyHoW. [aHa cepist
npenapaty 6yna supobneHa, BKNIOYAKYM eTanu YNnakoBKW, MAPKYBAHHA i KOHTPOMKO SKOCTI, Ha
BUpOOHUYOMY MalgaH4uKy, 3asHaveHoi BuUle B NOBHIN  BignosigHocTi 3 Bumoramu HBIM,
BCTAHOBNEHWMMW MICLEBUMU PerynaToOpHUMK OpraHamu, a TakoX y BignosigHocTi 3i cneuudikayismm,
sKi € AoaaTtkom Ao PeecTpauidHoro ceig4eHHAM KpaiHu-iMnopTepa. 3anucu wogo BupobHuuTea,
yNakoBKK Ta aHanisy aaHol cepil nepesipeHi | Bu3HaHi BignosigHumm sumoram HBI.

C.XeremaHH
YnosHoBaxeHa ocoba
Op. Binemap Weabe MmEX i Ko. KI

Kapncpye

Mepeknag 3 aHrNiACbx0l MOBM Ha yKpaiHCbKy MOBY 3pobuna Harans Pegunub ( npeactasHuk komnawum [p. Binsmap Weabe 8 Yxpaini/
MeHemkep 3 peecTpauii Nikapcokmx sacobis).




Dr. Willmar Schwabe GmbH & Co. KG

SCHWABE

Ukraine

Quality Control

Dr Willmar Schwabe
GmbH & Co. KG
Willmar-Schwabe-Str. 4
76227 Karlsruhe

Germany

P. O. Box 41 09 25

76209 Karlsruhe

Germany

Phone +49(0)721 40 05-0

www.schwabe de
www.schwabepharma.com

Annex 1

Certificate of GMP compliance

DE_BW 01_GMP_2018 0136

Manufacturing Authorization No,

DE_BW 01_MIA_2019_0094/DE_BW 01_Schwabe

Manufacturing site

Willmar-Schwabe-Strasse 4. D-76227 Karlsruhe, Germany J

Certification statement;

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.,

-
O

U. Knoth

Qualified Person

Dr. Willmar Schwabe GmbH & Co. KG
Karlsruhe
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JEPXINKCIIYXBA
AEPXKABHA CJIYIKBA 3 JIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUHKAMM y m. KUEBI
Byn. Bepeanskieceka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua.https://www.dls.gov.ua, Ko €IPIIOVY 37079055

BHCHOBOK
Mpo sIKicThL BBE3enoro B YRpaiuy Jikapcskoro 3aco0y

03.12.2021 Ne 72900/21/26

YMKAJIOP®

(sadimenysanHa JikapeeKoro 3acofy Iriano 3 peecTpauifnnM nocelIycHnIM)
po3unn opaasiniii mo 20 ma y daakoni; no 1 daaxkony B kaprouniii kopobui
(opma BHITYCKY, AOIYBANNA, BHI MAKYBAHNA Nikapcsxoro 3acoly)

Homep peccrpauiiinoro nocsiguenna UA/6691/01/01 erpox nil peecrpauiiivoro nocsiauenna HeobMexeHH it
Cepis nixapeskoro 3aco6y Ne 3011121 KinkicTs BBe3enoro nikapeskoro sacoby 30000

Bupobuunk Jp. Binsmap IlIsa6e I'm6X i Ko. KT, Himeuunna

(nafmenysanng supobnuka nikapcexoro sacoby, Kpaina noxoIxciiig)

Bsesero B Ykpaity Mpusarie akuionepne Topapucrso "HATYPOAPM", ineut. xon:

24930169
(nafimestysanig Ta xoa 3a CAPHOY wopuanunor ocobu aGo npizemme, iM's, o Garsxosi Giznauol

ocol# - niaapHeMus, T Micue npoxvBaia Ta peccTpauifinui nomep o61ikoBol kapTKK MaaTHUKA
noaarkis abo cepis Ta HOMEP Nacmopra)

Mpovokon sisyansnoro xonrpomo sin 03.12.2021 Ne 4579/2.

3a pesynsTaTaMM  ACPXKABHONO KOHTPONIO BCTAHOBACHO, W0 Jikapeekuii  3acib meeseno B VYxpainy 3

NOTPHMANIIAM sumor 3akono, aBeineuenns skocTi nikapeskx 3acobis.

Hauaneunk Muxona XOJIOAEHKO

(nianuc) (ininianu Ta npiseuuie)




Dr. Willmar Schwabe GmbH & Co. KG

Ceprtudpikat aHaniay
MuTHwit cknag TMpAT “Hatypdapm”
syn. Jlicha 30 a
04075 Kuis KonTpons akocTi
) Binemap-lsaGe-Wrpacce, 4
YkpaiHa 76227 Kapncpye, HiMeuunHa
Ten. +49 (0) 721 4005-556
®daxc +49 (0) 721 4005-557
MNpenapar YMKanop posyuH no 20 Mn y hnakoHax
Cepin Ne 3011121

3amoeneHHA Ne

WS 5543

.PQ"F’TE?HL“MH?.GQPTE‘Q.L. -IWS§5£§.._,__ .
Homep peecTpauiitoro caiaouTaa: UA/6691/01/01 o
LiicHo po: 6e3CTPOKOBO N |

IndhopmaLis Npo Micle BUpoGHULTBa/
ceptrdikat GMP:

Awe. Jogatox 1

' Hoaalcuna gii 8 r_ekcrpakty NenaproHil ounTkosoi Ha 101 9
I agomn) CNEUNDIKALIA PE3YNbTAT |
B0BHILWHIV BUINSAA (sisyank+o) :ﬂg:;:gi;‘:"z‘;‘:“e”m S HFRRUEE SRS sianosinac
IOEHTUYHICTb - — ==
CnupToBuMI EKCTPAKT KOPEHIB sianosipnae gignosinae

__lMenaproxii o4nTroBOI (1:8-10) (TLLX) PR

. ;22:222: Hi;auon { BEPX, kinoKicHe 4ac yTPUMYBaHHA £ 5 % BIANOBIAZE

TECTA S i

‘5:::;&0’&“‘”‘“”@1’ HOACEEME -‘ €ap. ®apm., MmoHarpadina «Pigki npenapaTty gnsa alosinke
NepopansbHOro 3acTocyBaHHA
angn}auenuq pH (Eap. ®apm., giloue 40-6.0 41
BigxocHa winsHicTs (Esp.®apm., 1.018 - 1.038 1.030
aivye 1A ) N RIS R
€ep. ®apm., 5.1.4.

! TAMC = 10* KYO/Mn | '
MikpoBionoriuna unctota (Eep.®apm. | TYMC < 107 KYO/mn sianoeigae
2.6.12/26.31) pamueraTmeni Bakrepii, CTiki Ao Ail xosui s 107 KYOin

Salmonella: BigcyTHi 8 10 Mn
Escherichia coli: giacyTHi s 1 mn
Staphylococcus aureus: sigcyTHi 8 1 Mn
}_(IﬂbK!CHE BUBHAYEHHS o
CNVpPTOBWIA BKCTPAKT KOPHIHHA
Nenaprouii ounTKoBOT (1:8-10), 7.6-=8.41/10r (95% -105%) 79r/10r I
"~ 3aranoni deHony (POTOMETDIR) 8.0 -~ 48.0 mr/10 r poauumy - 297 mr/0r
Tniuepwn 85 % (m/m) 118.0 = 22.0 % (m/m) rniueputy 85 % (202 % o
 Evanon % (m/m) i 7.2 - 10.4 % (w/m) eTanony N _[10.1% -
[IATA BUPOBHWLITBA _ b Y i) Z 1003 07 30/2021 -
NPUOATHMM A0 - = // —"10/2023
“[ATA BANYCKY CEPII s P //‘\ Barrs 10102021 |
PO3MIP CEPII - i/ e H57 \380) ynakoBok
Tawa cepia BIANOBIAAE CeLudiKaLlil | [0IBONEHA A0 BANYCKY, AEKNAPAWI0 NPO GepTR _[opas

* Y eKCTPAaKTI8 POCAWMHHOID NOXOMKEHHA

He BNNUBaIOTL HA eheKTUBHICTL NpenapaTty. OcKinkkv YMKanop € Npenaparom pic m;\or_q
HeaHauHi BIAXUNEHHA B OO KONIpi | CMaky. :
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