JIEPKIIIKCITY KBA YKPAIHM
NEPKABHA CIIYKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHUEBI

npos. Hanii Ceitnuunol, 3, 02099, Ten. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
npo SIKICTH BBC3CHOIO B Yiepainy JiRapeLKoOro 33(!06)’

25.11.2024 Ne 62525/24/26

ONPOCHAH® ®OPTE TABJIETKHN HIAITY Yl BUI KAUULIO

{nafMenyBatiis fiKkapeLroro 3ac0Gy 3rifNe 3 pecerpanifinmm noCHiLeHnIM)
rabaeTky woiy4i no 65 mr o 1 rabaeTui y cawe; 1o 2 caume cnosrydeni B nepopopanni
crpun; 116 5 erpunis y xapTonniii xopoGui

((popma BUITYCKY, A03YBAHHS, BRA NTAKYBAHAS sikapeLKoro 3acoly)

Honep peecTpauiiinoro noCEiLeHHs UA/12942/01/01 crpox mii peceTpaltifiHoro nocsinieHya HeoOMeKSHH

Cepis nikapcekoro sacofy Ne 24F039A KinbkicTh BBE3CHOO NIKAPCHKOO 3aC00y 5320
BupoGHik Rurenprapi ApLpaimiTredns 'm6X & Ko, KI', HiMeusnna
(nafvenyauua BHPOBHIKA AiKAPCLKOTO sacofy, kpafia TIOXOKCHHS )
Bseseno 8 Vipatny Mpuparie akujonepie rOBApUCTRO "HATYPDOAPM", ineuwr. ko
24930169

(naiimenypaniig Ta KON 32 CAPNIOY opranunioi ocolin ado HpisBHILe, IM', 10 Garnkosi diswniol
0CoBH ~ niANPHEMIL, T MICUC NPOKHBAHNS Td peccrpanifiinit nHomep oGRIKOBOT KAPTKM TAGTIHHKA
pozaricin nbo cepis Ta noscp jacnoptTa)

TIPOTOKOM Bi3yATLHOTO KOHTPOIO BilL 25,11.2024 Ne 4049/2.

30 pesymnLTATAMHM  HCPKABHOIO  KOHTPOMIO BCTaHOBAEHO, WO ATKAPCHKMH saciG  smeseno B Yxpaiwy 3

7
AOTPHUMAHHAM BrMor 3aKOHOAARCTEA OO 3a0e3neHeHHs AKOCTI nm}pé}xnx 3aco0iB.
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS Ne 24F039A

CEPTUDIKAT AHANIBY Ne 24F039A

Product/MpoayxT:

PROSPAN® FORTE EFFERVESCENT COUGH TABLETS, effervescent tablets 65 mg,
ltablet in sachet; 2 sachets connected in a perforated strip; 5 strips in a
cardboard box with labelling in Ukrainian language/

NPOCHAH® ®OPTE TABETKM LLIMIYM! Bif| KAUUIO, tabnerku Wunyyi no
65 mr, no 1tabneryi y cawe; no 2 cawe crionyueni 8 nepdoposaxii
CTPUN; 1o 5 Crpunie ¥ KapTOHHIR KOpoBui 3 MapKyBaHHAM YKPAIHCHKOIO
1M0BOIO

Country-manufacturer/
Kpaita-supobHuk:

Germany/
HimeyumHa

Registration Ceriificate number/
Homep PeecTpauiitHoro
NOCBIAYMEHHA:

UA/12942/01/01 valid from 21.03.2019 - unlimited/
UA/12942/01/01 pje 3 21.03.2019 ~ 6e3CTpOKOBO

Strength/Activity/
Cuna ai/AKTUBHICTS:

1 effervescent tablet contains 65 mg of the Ivy leaves dry extract {Hedera helix
L.} (5~7,5:1); extraction agent: ethanol 30 % (m/m)/1 rabsieTka winnyua micTuTs
65 mr cyxoro excrpakty et nitolua (Hedera helix L) (5 — 7,5:1); excrparewT;

etanon 30 % (m/m)
Batch/Cepin : 24F039A
Batch size/Poamip cepii: 34720 packages/34720 yriakosoK
Manufacturing date/ 0472024
Hata supobunLrsa:
Expiry date/Npuaarhmit no: 03/2027

Manufacturer/ BupoBuux:

Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Exrencrapg Apuralimirresns FmbX & Ko. Kl
XepuBeprwrpacce 3, 61138 Hinepaopdensaen, Himeuunna

Manufacturing License/
Jliugnsia va BpoBHMUTEO:

DE_HE_01_MIA_2023_0015 from 03.04.2023/
DE_HE_01_MIA_2023_0015 8ig,03.04.2023

Certificate of GMP compliance/
CeprudikaT sigrnosiatocri
GMP:

DE_HE_01_GMP_2023_0059 from 18.04.2023/
DE_HE_01_GMP_2023_0059 sig 18.04.2023

product / Jata sunycky rotosoro
NPOAYKTY

Art. No. /Apriiyn Ne: 670362

QC Report/ 0100000116908
38IT 3 KOHTPOAIO AKOCTI:
Specification/CreLpdikalia: 70030/10

Date of release of finished 19.07.2024

Batch / Cepia : 24FO39A

page /cropivka 1 of /34
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ENGELHARD Arzneirmittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

—

==

Dissolving praduces a shghtly opalescent, yellowish-green solution
with a sweet orange flavor / KopruHioBaT) 3 BKpanaeHHamu nia,
MapMyp, Kpyr Tabnetku 3 posaoBansHOIO puckolo  Mpu
POSHMHEHHI  YTBOPIGETBCA  3N1EKa  OMAAECUEMTHIA  PO3YMH
HOBTYBATO-3R/IBHOIO KOALOPY 13 CONOARVM CMAKOM BNENLCHHY

ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
NOKAZHWUKN CHEUMDIKALLIA PESVIILTATU
Description/ Onne Brown with marbled patches, round tablets with dviding hne | Complies/ Bianosigae

Avarage mass/ Cpearsn maca
TabNETHN

1950 mg & 5%/ 1950 mr £ 5%

1941 mg/1941 mr

Resistance to crushing/ Omp
NpU PO3AABAIOBAHH)

Not less than 30 N/ He menwe 30 N

Complies/ Bianosinae

Disintegration/ Posnaganus

Not more than 5 min / He Ginsuie 5 xs.

Complies/ Bianosipae

Uniformity of mass of tablets
/ QABOPIAHICTS MacK
rabnerok

{Gur Ph 295/ €ap, @

29.5)

An individual mass of not more than 2 from 20 units may
deviate by no more than 5 per cent from the average mass,
but the mass of one unit may not deviate by more than
10 per cent/ IngueiyanbHa maca He Binblie 2 3 20 oauHMLbL
MOME BIAXMARTUCA He Buiblie HIK Ha 5 % BiL cepeaHbol
MaCH, OAHAK Maca OAHO! OFUHML HEe MOXKe BIAXWUARTUCH
Ginblie Hix Ha 10%

Complies/ Bianosigac

Identity/ lnernrudikaun

lvy leaves dry extract {(5—7,5) 1),
extraction agent. ethanol 30%
(my/m)/Cyxuit excrpaxT aucts
nmowa ((5~7,5) 1), excrparext
etaron 30% (m/m)

(Eur. Ph 2229/€sp, @
2.2,29)

(Eur Ph 2227 /€ap ©
22.29)

On the chromatograms of the sample salution and the calihration
solutions obtaned by quantitative determination by HPLC, the
retantion times of the peak of hederacosde C must match / Ha
XPOMATOIPAMaX PO3YMHY 3Pa3Ka Ta KaNBPYBAAbHIAX POIMMHIB,
OTRUMAHMX NPM KINBKICHOMY  BU3HEMERHS meTopom BEPX, vac
YTPVMMYBaEHHA NIKY Xedepokosudy C Mag crisnaiarth

Alternative method/ AnsTepHaTvaHLI MeTos,
The sequence of zones on the thin-ayer chromatograms of the
reference solution and the test solution should correspond to the
specffication  Other zones may also be present on the
chromatogram of the test soluuon/ fopapok 30H Ha
TOHKOWIBPOBMX  XPOMATOrpamax posuuHy NOPIBHAHHA |
BUNPOBOBYBAHOID  POIYMHY  MOBMHEH  BIANOEIAATH
cneundikaln Ha xpomatorpams BuNpoBoByBaHoro poadmHy
MOMYTb BYTH NPUEYTHI TAKONC IHUI 301K
foge of the plate

BXURUITS

a1t an LUTER I Ay ot 7
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Refetence salutlon fet stdution

Comphes/ Bianosinae

Batch / Cepin 24F039A
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ENGELHARD Arzneimittel GmbH & Co.KG ,....:__
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY TN
ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
TOKA3HUKHU CNEUNDIKALLA PE3YLTATU
Microbiological Acceptance criteria should correspond to the eritena of Ph | Complies/ Bignosipae
punty*/MikpoBiononira Eur 5.1.8 8 "Herbal medicinal products contaming, for
wucroTa® example, extracts and/or herbal drugs, with or without
(Eur. Ph. 2 6,12, 2 6 31, excipients, where the method of processing {for example,
5188/€ep ¢ 2612, extraction) or a pre-treatrnent method for herbal drugs
2631,5188) ensure the reduction of microbial contamination to the
level established for this category
Total aerobic microbial count (TAMC} maximum 5 109
CrU/g,
Total count of yeasts/molds (TYMC) maximum 5 10% CFU/
8
Bile-tolerant gram-negative bacteria 102 CFU/g,
Escherichia coh absent in 1 g,
Salmonelia absent in 25 g, /
Kpurepn npubikatHoct maoTh Banosigati €sp  ®apm.
5188 «likapeeri  pacaumml  3acobu, U0 MICTATH,
HANpUKNagn, EKCTpaktk 1/abo  pocAKHHY CUpOoBUHY 3
AONOMIKHMMK PeuoBrHamMK abo Be3 Hux, ans akux cnoctb
oTpumarins  (Hanpuknag,  ekcTpakym) abo  cnoclb
nonepeaHbot  0bpobru AN POCAIUMHOI  CMPOBUHMK
sabesneuye 3meHIeHHs MIKpOGROro 3aBpyaHeHta A0
PIBHR, BCTAHOBNRKOO AAR LIE) KATErOPI
aranbHe wucao  aepobuux  mikpoopranizmis  {TAMC)
maxcumanbio 5 10% KYO/T,
JaranbHe YKMCA0 APHKAMOBHX Ta AMIceHeBnx rpubia (TYMC)
mMakcumansHo 5 107 KYO/r;
TonepakTHi 10 WOBYI rpamHeraTal BakTepls 10° KYO/T,
Escherichia col macyTHicTs B 1 1
Salmoenello mucyrtricrs 8 25 ¢
pH The pH-value of the test solution should be between 4.0and | 49
(Eur. Ph 223/ €sp. & 22 3) | 5 5/ Besmuura pH suipobosysaHoro posubiy mae Bymi 8144 0 10
55
Pyrolizidine  alkaloids  (PA) /[ Sum of PA content' not more than 0 267 u g/tab/ Cyma 10,003 ug/tab /
MponsuarHost ankanogi (NA) | smicry MPONIBUAKHOBKX aNkanoIiq8 He Ginblue Hisk 0,267 | 0,003 mrr/rab
MKr/Tab
Assay [ KinbiicHe suananensn | 61,75~ 68,25 mg/tab (65,0 mg/tab £5% )/ 64,97 mgftab /
vy leaves dry extract ({(5~7,5) 1), | 61,75 ~ 68,25 mr/1a6, (65,0 mr/ra6 % 5 %) 64,97 mrfrab
extraction agent, ethanol 30%
(m/im)/ Cyxutit excrpakT avcTa
naowa ({(5-7,5) 1), ekcrparewr
eraHon 30% (m/m)
(Eur, Ph 2229/ €sp &
2.2 29)

* - the test 1s carried out every tenth batch, at least once a year/ BHNPOBYBARHA NPOBOLATE 1A KONMHO! ieCHTO! Capil, He PIALLe
O/HOIC pasy Ha piK

[ hereby certify that the above nformation 1s authentic and accurate. This batch of praduct has been fabricated/
rnanufactured, including packagmg/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 Authorization of

Batch/ Cepm 24F039A page / cropiika 3 of /34
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ENGELHARD Arzneimittel GmbH & Co.KG «w-—-
Herzbergstrasse 3, 61138 Niederdorfelden G ERMANY — -
ENGELHARD
) Arzneimittel
the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.
CrpasiHim A nigreepakyio, Wwo BiilieBKagana IHGOpMaUis € ACCTOBIPHOIO | ToHHOO, daHa cepis npoaykry 6yna
NPOBEACHA/BUrOTOBACHE,  BRAMAKOUM YNaKoBKY/MapKyBaHHE  Ta KOHYPO/ZiIb  AKOCTI, Ha  BULLEBKazaHOMY
BIPOGHIIOMY MadiiaHaviky B noBRif signosiarocT! 3 BuMoramu GMP, BCTaHOBIRHMMM MiCLERIIM PErYAATOPHUM
QpraHom, a TakoiK y BignosigHoct i cneuudiraLinmm, aki MicTATeCS 6 PEECTPALIAHOMY OChe KpaiHu-ImnopTepa.
MpoTokoni supobruuTea, YRaKosKu Ta aHaslisn By nepesiperi Ta sCTanoBneHo ix signosigHicrs GMP.

Tobias Giinther \\\‘\ Date/flara: 14.11.2024
Qualified Person/Ynogiosaena ocoba

Batch / Ceplsi : 24F039A page / cropivka d of /3 4
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Wiy
JIEPYKABHA CHYIKBA 3 JUKAPCHKHUX 3ACOLIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hanii Caitananol, 3, 02099, tes. (044) 295-26-85
E-mail: diskyiv@dls.gev.ua, Koa CIPTIOY 37079055

BUCHOBOK
upo sikiers BRe3enoro B Y KpaTHy JiKapeLROro 3ac00y

18.09.2025 No 47198/25/2611

NIPOCIIAH® GOPTE TA BJIETKH MY B KATITO

(Haiivciy B 3RAPERKOTO 300y ariano 3 peceTpaniiiig nocsiauens M)
rabaeriu nryyi 1o 65 Mrno 1 radaerni y caure; no 2 came crioayseni p nepdoposannii

-

Crping o 5 erpunis ¥ waproumiil kopobui

(OPME BHNYCKY, ROV RIA IARY BAITS sikapenkoro 3acody)

Flosep peccrpattiiinioro HocsigucHus UA/12942/01/01 crpox i peccTpatiiinoro nocri e HeoOMeKeH il

Cepist sikapesroro sacoly e 24F040A KinnKicTb Bhesenora ikapebkoro sacedy 223350
Bupoduns Fureasrap ApiiaiiviTress 'MOX & Ko, KL Hineuuiina

CHalIMCHY Bt BHPOBHIKA AKAPLLROID sacoy. Kpaila DONGSUKeIs)

[Tpusarne axiionepue ToBapHETHO THATYPOAPM  inewr. vou:
24930169

Bresero o Yepaiiy

Gradisienysais ta ko 3 CHPTIOY JOPHAIHOT 00D uiio upitsie. iag'st, no dareoni Gisirasiol
OO = HEAPRERAL T AGCUE HPORHBAIN T pecerpaniifuvit noxiep QBATKOBOT RAPTRIL ILIQTHIK
HOANTKIR ad0 Cepit Ta eaep nagnopil

FIPaTORG BIIYAILHOTD KOWTPOII0 Bil 18.09.2025 N 3455/01.10-25/1.

Ja POIYILTATAME  ACPHABIONG  ROUTPOMNO BerauoBieHo. 1o Nikapenkidi  acié  saescro B Yipaiiy 3
P

AOTPHMANHIM sunor AKONOIABCTIA HIOA0 3u0e3feUCHHA grocti aikapluRis acodin.

Hauab UK Mucona XOJIOHEHKO

00 KOMTPOADY (nize) (e Ta upissaaice)

(roc o ocola opt
.






ENGELHARD Arzneimittel GmbH & Co.KG
Herzhergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD

Arzneimitte!

CERTIFICATE OF ANALYSIS Ne 24F040A

CEPTUDIKAT AHANIZY N2 24F040A

Product/MpogykT:

PROSPAN® FORTE EFFERVESCENT COUGH TABLETS, effervescent tablets 65 mg,
1 tablet in sachet; 2 sachets connected in a perforated strip; 10 strips in a
cardboard box with labelling in Ukrainian language/

NPOCHAH® DOPTE TABMETKA LUMMYY! BID, KALWHO, Tabnetiu wunydi no
65 mr, no 1 tabnetui y cawe; no 2 cawe cnosyderi B nepdopoBanumii
ctpun; no 10 crpunis y KapToHHil KopoBLi 3 MapkyBaHHAM YKPAIHCLKOIO
MOBOIO

Country-manufacturer/
KpaiHa-BupoBGHUK:

Germany/
Himeyuuxa

Registration Certificate number/
Homep PeectpauiiiHoro
MOCBIAMEHHA:

UA/12942/01/01 valid from 21.03.2019 - unlimited/
UA/12942/01/01 pie 3 21.03.2019 ~ Be3cTpokoso

Strength/Activity/
Cuna aii/ AKTuBHICTB:

1 effervescent tablet contains 65 mg of the lvy leaves dry extract (Hedera helix
L) (5 —7,5:1); extraction agent: ethanol 30 % (m/m)/ 1 rabnerka wuryda MictuTb
65 Mr Cyxoro excrpakty imcra natowa (Hedera helix L) (5 — 7,5:1); excrparent:
eraron 30 % (m/m)

Batch/ Cepisi: 24F040A

Batch size/ Paamip cepii: 34950 packages/34950 ynakoBoK
Manufacturing date/ 04/2024

Jata supobHnursa:

Expiry date/ NpupathHuit go: 03/2027

Manufacturer/ Bupo6rui:

Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
EHrenbrapg ApuHaimitrens FmoX & Ko. KI
Xepubeprwrpacce 3, 61138 HineppopdensgeH, Himeuuuua

Manufacturing License/
JliveHsin Ha BUpobHULTBa:

DE_HE_01_MIA_2024_0025 from 12.06.2024/
DE_HE 01 MIA_2024_0025 sig, 12.06.2024

Certificate of GMP compliance/
Ceprudixar signosigHocri
GMP:

DE_HE_01_GMP_2024_0153 from 19.06.2024/
DE_HE_01_GMP_2024_0153 Bia 19.06.2024

product / [ata BUIycky rotoBoro
NPOAYKTY

Art. No. / Apriakyn No: 670362

QC Report/ 10000116909
3BT 3 KOHTPOIO AKOCTI:

Specification/ Creupdikavyis: 070030 /10
Date of release of finished 09.07.2024

Batch / Cepin : 24F040A

page / cropitka 1 of /34
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

e (TN e
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Dissolving produces a slightly opalescent, yellowish-green solution
with a sweet orange flavor. / KopuHioBaTi 3 BI(RANEHHAMN iz,
mapmyp, Kpyrai Tabnerxi 3 PO3AIIIOBAALHOI0  PAUCKOIO. TIpw
pO3UMHEHHI  YTBOPIOETRCA  3N1€TKa OMANECUCHTHWI  PORYMH
JKOBTYBATO-3E/IEHOrO KOAILOPY i3 CONOAKNM LMAKOM ANeNLCHHY.

ENGELHARD
Arzneimittel
" PARAMETERS SPECIFICATION RESULTS
U TOKASHUKM ; CRELMGIKALLA iy PE3YNBLTATU
Description/ Onnc Brown with marbled patches, round tablets with dividing line. | Complies/ Bignosinae

Avarage mass/ CpegHa maca
Tabnetm

1950 mg & 5%/ 1950 mr & 5%

19471 /1944 mr

Resistance to crushing/ Onip
Py PO3AABNIOBAHHI

Not less than 30 N/ He metwe 30 N

Complies/ Binnosisae

Disintegration/ Posnagatius

Not more than § min./ He Ginblue 5 X8,

Complies/ Bignosinae

Uniformity of mass of tablets
/ OpHopiaHicTs Mack
Tabnerox

(Eur. Ph. 2.9.5 / €ap. ®.
2.9.5)

An individual mass of not more than 2 from 20 units may
deviate by no more than 5 per cent from the average mass,
but the mass of one unit may not cdeviate by more than
10 per cent/ InansigyansHa maca He Ginbwe 2 3 20 oAuHuLL
mowe Bigxunstien He dinuuie HiK Ha 5% sin cepepHbol
MacK, OAHAK Maca oAHol DAMRULI He MOXE BIAXMAATUCA
Ginswe Hix Ha 10 Y.

Complies/ Bianaginace

Identity/ laenTudinauis

tvy leaves diry extract {(5~7,5):1),
extraction agent: ethanol 30%
(m/m)/Cyxu¥i exCTPaKT MCTs
nmota ({5 —7,5): 1), excrparenT:
etaron 30% (M/m)

(Eur. Ph. 2.2.29 / €pp. P,
2.2.29)

(Eur. Ph.2.2.27 / €Bp. &.
2.2.27)

On the chromatagrams of the sample solution and the calibration
solutions obtained by guantitative determination by HPLC, the
retantion times of the peak of hederacoside C must malch./ Ha
XPOMATOrpamax [osuuiy 3pasia Ta KaNiBPYBA/IbHWX PO3UUHIE,
OTPUMAHHX PN KinbidCHOMY BU3HAUEHHT meTostom BEPX, wac
yIpUMyBaHis niky xedepanosudy Cmae criBNaSaTU.

Alternative method/ ANbTEnHATUBHLIA METOs,

The sequence of zones on the thin-layer chromatograms of the
reference solution and the test solution should correspond to the
specification.  Other zones  may also be present on  the
chromatogram of the test solution./ Tlopsimok 301 HWa
TOHKOWAPORNX XPOMATOrPaMax  PO3UNHY ROPIEHAHHA |
sunpoBoByBaHOro  POsUUHY  NOBUHEH signosigaru
cneludirauii. Ha xpomarorpami sunpoBosynaHoro posdniy
MOMYTb BYTH APNCYTHI TAKOMK HLYI 30MU.

Top of the plate

A green zone

A very faint purple vone
{a-hederin)
A broad yellow zone

a-Hederlo: o purple zone

2.3 purple or green vones

Hederacoside C:a purple zone A purple zone (hederacoside Ch

Reference sofution “Fest solution

Complies/ Binnosigae

Batch / Cepin | 24F040A

page / cropitxa 2 of /34




ENGELMARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

§J)
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purity*/Mikpobionoriutia
yucrora*

(Eur. Ph. 2.6.12, 2.6.31,

5.1.8.5 / €ap. ®. 2.6.12,
2.6.31, 5.1.8.8)

Eur. 5.1.8.8 “Herbal medicinal products containing, for
example, extracts and/or herhal drugs, with or without
excipients, where the method of processing (for example,
extraction) or a pre-treatment method for herbal drugs
ensure the reduction of microbial contamination to the
jevel established for this category.

Total aerobic microbial count {TAMC): maximum 5 - 10?
CFU/g;

Total count of yeasts/molds (TYMC): maximurm 5 - 102 CFU/
4

Bile-tolerant gram-negative bacteria: 10? CFU/g;
Escherichia cofi absentin 1l g;

Salmonella absent in 25 g. /

Kputepii npuiinatHoctl malotb sianosipat €sp. Papm.
5.1.8.8.  «Nlikapcbki  POCAUHHI 3acobu, WO MICTATD,
HanpuKAad, eKcTpakTM i/alo  POCAMMHY CHPOBUHY 3
ZONOoMiNKHUMY pevosiHamm abo Bes HKX, Ans ARUX Croci6
OTPUMAHHS  (HanpuKnag, excrpakiis) abo  cnociG
nonepeaHbol  06poBru  ANA  POCAUHHOT  CAPOBMHU
sabe3neuye smeHueHHs mikpoGHOro 3a6pynHedHn  po
piBHA, BCTAHOBAGHOID AN UET KaTeropiin.

ZaranbHe uucao  aepobHux  miKpoopraHizmis (TAMC):
makecumantho 5 - 101 KYO/r;

3arafbHe YMCN0 APDRAMKOBUX Ta NAICeHeBNX rpubis (TYMC):
makchmanbho 5 - 107 KYO/r;

TonepaHThi po xobul FpamHeraTnsi Ganrepil: 102 KYO/r;
Escherichia coli BipcyTHicTb 8 1 1}

Salmonella sipcyTHicTb B 25T,

ENGELHARD
Arzneimitte!
~PARAMETERS ~SPECIFICATION “RESULTS :
- IIOKASHUKK- RS CCCHELMDIRALLLA C ) PESYNIBTATH
Microbiological Acceptance criteria should correspond to the criteria of Ph. | Complies/ Bianosinae

pH
(Eur. Ph. 2.2.3/ €sp. ®. 2.2.3)

The pH-value of the test solution should be between 4.0 and
5.5/ Benvuiia pH BrnpoGobyBaHoro posuiHy mae Gyi Big 4.0 40
5.5

4.8

pyrolizidine  alkaloids  (PA) /
Miporianantosi anxancioy (NA}

sum of PA content: not more than 0.267 u g/tab/ Cyma
BMICTY NIPONIBUAMHOBUX aniKanoigis: He Ginvwe nin 0,267
MKr/Tal.

0,003 1 g/tab. /
0,003 mKr/Tab.

Assay / KinbiicHe BrUaHauerHs
vy leaves dry extract {{5~7,5):1),
extraction agent: ethanol 30%
{m/m)/ Cyxuit excTpakT imcTs
nmoiya {(5~ 7,5): 1), excrparers:
eTaron 30% (m/m)

(Eur. Ph. 2.2.29/ €sp. D,
2.2.29)

61,75 - 68,25 mg/tab. (65,0 mg/tab. £5% )/
61,75 — 68,25 mi/7a6, (65,0 mr/Tab. & 5 %)

65,17 mg/talb./
65,17 mr/7ab.

¥ the test is carried out every tenth batch, at least once a year/ sunpoBysaHtis HPOBOAATL [YIA KONHO!

OAHOrO Pasy Ha piK.

{ hereby certify that the above information is authentic and accurate. This batch of produ
manufactured, including packaging/labelling and quality
the GIMP requirements of the local Regulatory Authority and with the speci

Batch / Cepin : 24F040A

necarol cepii, He piawe

et has been fabricated/
control at the ahove mentioned site (s) in full compliance with
fications in the Marketing Authorization of
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the importing country. The batch processing, paciaging and analysis records were reviewed and found to be in
compliance with GMP.

CripagiKHim 7 FiATBEPAYKYIO, WO BrLLEBKasaHa iHdopmaLs € SOCTOBIPHOIO | TOHHOLO. [Lara cepin npoaykty Byna
TpOBeAEHa/BUTOTOBNEHS,  BRAIOUBIOUM yrakosKy/maprysaHHa T8 KOHTPOAL aKkoCcT, Ha  BMLUEBKA3aHoMY
BUPOBHUYOMY MaiigaHumMKy B nogtifi BiAnoBiaHOCT 3 Bumoramu GMP, BCTaHoBAEHWMM MICLIEBUM PEMYARTOPHIM
OpraHom, a TakoxK y igrosianocTi 3i cnewydikalginmu, AKI MICTATLCA B PEECTPAaLHOMY [OCHE paitm-innoprepa.
lMporokonm BMpO6HI4U,TBh‘ yraKoiw Ta axaniau Gy nepesipeHi Ta BCTaHOBAEHO X signosignict GMP.

Tobias Giinther Date/fjara; 19.12.2024

Qualified Person/Yripanopaera ocoba
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