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 BHCHOBOK
TIpo AKICTHL BBe3eHoro B Ykpainy nikapenxoro 3acofy

04.11.2022 Ne 47294/22/26

o ECBEPITOKC =~ =

{HaRMCHyaaMHY RiKapeuROTO 33C0DY ITAN0 3 PRECTPRIIBNNS HOCHIRMCHMAM)

_Tabnerxy no 3,2 mr, no 20 Taéierox y Guaicrepi; no 2 Gaicrepn y KapTouii kopobui

(hropsz Bryeky, 263y rais, B NIAKYBaHiy SHKAPCLKOFO ncuby)

Homep peecrpauiitnoro nogsimenus UA/11978/01/01 crpox nif pecerpauitivoro nocs ianenns HeoOMexeHHit

“Cepis nikapcekoro-3acoby Ne 2227301 Kinskicrs ssesenoro aikapcsxoro sacoby 19500

BHpo6HUK Wanep & Bpiommep [MEX & Ko. KT, Himewunna

{HalMelysanus aupobumkKa sikapeLxoro sncoby., Kpaiiia HoXomxeHs)

Beieno i Vipathiy [IpusaTne akuionepie roapucrso "HATYPOAPM ", inewT. xoa:
24930169 '

(nafimenysains Ta ko 33 CJIPTIOY 1opuantiol 0eabin alio npiasrue, (MR, 110 GaTLROR]
thizunttol ocobh - ninnpHeMi, Ti Micie npoxubartid Ta peccrpaliiivuil Homep ofiiiikosor
KapTKY naTHIKa RoARTKIR 460 cepis Ta noMep nacnopra)

Ja pelynbTaTaMB  ACPHASHOIO KOWTPONIO BCTANOBNCNHD, WO nikapobkui aci smeleHo 8 Yrpainy 3
HOTPUMAHHAM syserenkiiio

naRcTBa 1I0A0 3abesneéuenis sKocTi Aikapenkux vacobis.

Mukona XOJIONEHKO

(iniuvians Ta mpissyne)
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- CERTIFICATE OF ANALISIS - CEPTH®IKAT AKOCT!_- ANALYSENZERTIFIKAT - CERTIFICAT D' ANALYSE ]

| Produget /
§ Monyxr

Esberitox®, tahlets 3.2 mg, 20 tablets'in blister, 2 blisters in carton box with the labeling

in Ukroinian/ "

Ec6epirarce. ialnerk no-3:2 sr, oo 20 rabnerox y Siierepi, no 2 Gricrepa ® KAPTOHHIE
kopobui 3 MapRYBANHIM YEPATHCRKQIO MOBOIO

Couniry of manufdctire/ Gernuny/

Kpsina-an POGIHK __I;lfixteq-rmﬂa - _ |

Batély/ Cepin: B | 2227301 N o m -
' Number of Cetificate/ Homep cepridiary m | _ - | _=w |

Certilicate R;gistruti t'm':umberf o UA/ m{) FQI - from:. ;;2(11 6 unlimited ferm ]

Hoaep peterpandiivore noorigienms

UA/11978/01/81 ain 15.12.2016:Gescrpokosy

| Manufictusing date / Qara wupobhuuurea: | 20220126 | )
Expiry dote / Npugatonii ao: 20024-12-31
4119

“Order No/Samonsnents No

Addressee/Orpuny iy

Alpen Pharme AG, Ukralne/ Aannen ®apas AT™. Yrpaing

Name, address of the Manufacturing sites.
Compliance LCertificate GMP,
Manulactoring License number / Haana,
‘aapeea supoGHI ginnanis, Ceprudixar
{-sinmoginnocyi GMP,. womep, Jliuewsii wi
1 BupoGuimiong, |

Manufacturer of the (in ished product and responsible 1h!,f-[}'utchri'ﬁle-asc_[,w*{;idubfr‘nn of fill |
evele)/ Bupofinuk rorosoro siapeskoro amcoBy Ta gignowigareenii za BATYCHK ¢epii |
(alipotuntmen sa ROBRIAL HUKNON)? '

Schaper & Brummer GmbH & Co. KG/ 1Hanep & Bpiommcp FMOX & Ko, KI*

Address: Bubnhofstrasse 35, 38259 Sulzpitter, Gérmany/

sldpeca (adpeca sicys npusadarcenns disasroemi); Barxop irpacce, 3538259
Jansnrivrep, Histerunis)

“GMP Ne: DE_NI_01_GMP_2019 0030 iy 14.12.2019
GMP Ne: DE_NI_01_GMP_2019-0030 s 16.12.2019

Manufacturing Licénse mimber/Homep Jiuehsil ra snpoGmuorso:
DE_NI_0I_MIA 2017 1004 from 15.08.201%
DE_NI 01_MIA 2017_1004 pia 15.08.2017°

‘Steength/Potency/
| ‘Chna nfA krignietsy

| tablets contains: 3.2 ing dry extract from 2 mixture of wild indige rooistock (Baptista
tinctoria L): purple conellower rool (Echinaces purpured Moench): pale coneflower ront
~(Echinacea pallida Nutt): arbour vitae tips and leaves (Thuja occidentalis L,) /

- | rabnerxa micrin, 3.2 wr cyxore sxerpakry (4-9:1) i3 cymimi eposiin KOPEHERUL
Banrusii kpacoimiol (Bapticia Unétoria L), xopens exinanei uypuyponoi. (Kehinacea
puepurea Mocuch): kopenin exinauel nanizn (Echinaced pallida Nut): monojms aronin
i ers Ty (Thija oceidentalis L) |

IDENTITY/TOKASHHK REQUIREMENTS/BHMOIH |  RESULT/PE3YJBTAT
| I+ Appearauee/Onite Beige to brownish, vound, slightly | coresponds/ sinnonizae
biconvexed (ablels with a

{-approx. 9 mm and thickness. approx,

dinmeter e

4 mm, withou! break groove.

Bin Gexenora o csirng-kxopuutgyor,
OPYTIL. Aewio. RRYRAI 3 000X CTOpIN
Tabnerea  giaseipom  Grasko 9
TOBLUHEIOM DNUSLED 4 MM, §E3 prcKy A

300 mg + 7.5%
00 mr = 7.5%

3. Uniformity the fivgss / Onixopinnicrs
MBI

Average mass+ 3%
Cepennn Maca + 5%.

4, L.nsg ondrying / Brpars s maci npa

_BITCYIYBaititi

Less than 2.5 % (m/m)
He Bimmtne 2,5 % (vin)

5. Resistanice of crushing / Crifikiers g0 | 60:250 N I8N/ H
POIARBAIOBAHAA 60-230 11
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Cyxudt ercrpaky (4-9:1) 3.2 mr£10 % & Tabnemi

i
ﬂ 6. Friability/ Crupouicrs Less than 0.5% (mAn) 0,22 % %
' e Menuse §8.5% (x/s) . ) _ i
. 7. Disintegyation / Posuaganun | Within I5.min / Meme 15 xo Up to 6 min / Menuie 6 xa 3
18 tdontity / lnenrudiiennis:
- &L TLC detection of chagraeieristic Petection of maaekiain for Baptisia | Positive / Tloaurasao
congtilugnly of Baptisia s Thuza / and umbeclliferone for Thuja.:/ Ha
Ierrutiganis (TIHX) xapafereprx. XpoMarorpasi BHNPOBY HAHOTO-
‘maprenin Bawrusiirac Tyt POSHHHY  IOBHHE  JSIeRTYRITHCE:
ManKiaiR  (Mapxep Barorwsu?) 1 j
| _ysGenidrepon (mapicep TyD R 4
8.2, TLC detection of characteristic Detection  of cichoric  acid  Ffor | Positive / TTositriero -
tonstituents of Echinacea piflida and Echinacea pifrpurea and echinacoside -
- Echinagea purpyres/ Lacirrathigauis- forLehinacen pall. / Ha xpomarorpast 3
I -(TH}K]fxﬁpam‘:_pul_tx Mapkepio Exinaned BOPODYRANOre  pUsqiKY  TIORHIN b
Typrypesol ta Exitauer Grioy ACTERTYIOTHCL:  IpiKopicsa  icng/iTa !
{Maprep  Dximauct nypuyporoiy s .
_exisarosna (mapxep Exinane! Giiaol) | S
L9, Assay/ Kinsbkicne aiuagyensn | T _ T
E 0|, L. Native dry-extract (4-9:1) Harunnuii 3.2 mg =+ 10 % per tablet 3.4 tag/ab / 3.1 mrfraGy

B2 quantiied by  hatch speeific | Expectancy value for he confont of | 0:31 mkg/tab /021 MkriraGr
determination of ihe ovivker substance | umbelliferone per tublet: '
umbeltiferone. /' Kinugiene suswavensn | 013 —0.44 [t
cepist-criewndiongix AMapeepuR  PRIORMH: Balier ynbesiiepoiy o Tadneiui:

FPETT

1 ymGexnidiepon 3 tpasy | 0.13 —0.44 suee
| 10. Microbiologieal purity /. | Pl Bur, 5.18.BJ €ap.@. 5.1.88 | comesponds/ pinnoniac

| Mixpo6ioaoriunn uuerora

o BRI RL IR LT enalie b ERLT R

LI TEELTY

livany blister showld not getaselution corresponds / sianopinae
aofmethylene bluef 8 Gyan-sicns,
OnitTep fie TOBITICH NOHACTH PO3THL
-arit:frﬁ.neiinﬂah}:cunhmﬁ;_
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The batch size/ poamip cepit: 19,500 ymaxonox / packages
.'3‘}1',-, O 1ELNMe ._ni.Luun;_ﬁn;qn, _‘lﬂll’.‘:ﬂﬁl‘l}’lﬂf IO - BHEEIANAMCHE CEPIN BRITHETROH .ﬁf;‘f.:ﬁj;l_ii_nl'lﬁ'm'"'t;}'?i_-"”fmmm{gi-.,;11;;1'13- cepig[ HpanvKLT - Gymm .
BHEGEARACHIL {EMCIHOM] YNRKOBRY/MAPRYBRENG} 1A ApONSASHil KOWTOEL. 7T fKacn Ha BsrittesrEni snpodinailt Atmaniy v
TOBH BRNMARINYOCT] 4 BMOrRsin GMP. sctasoniiermam sictiesim RCTYIITOPIUS. OPRUHOM, @ TR ¥ simuosimiocti 30
Eiiemufikanicio, kopa Mienrmsen n petepariitilosny necee abo Toprosiit ninewal] KPABIE-RIPODILKA 60 KpPaTHR-is TIOPTERA, XKD

Tipoyyxuis inopTosatia; 160 1 gocséeneunpikniil 1w npenapar gnx HOENORY RINOTO Nikapeskoro saeaGy. Tiporoxe)n siupoSytigres.
YTIAKORKH -T2 AR Gy DepeTaTyTi TA RemBonneno iy sianonipricms. GMPY [, the undersigned. certify thal the above buteh is i
reliable weenente. This batch of prodiicts hes heen made {including packaging / {abeling) dnd vonducted by iis guality control on the
abdiye production-depuciment in complinies with the recqiiirements of GMP, estabilished by the-Jocal regiliitory stthority, ns well ag'in
diceordance will the specilications continet! - fhe resisirtion dossicl’ or narkéting suthordzation wountries the nmnyfaciurer or e
tparling eountry i the products are knpored-or in the file specifications for the dryg tostly drug. Mitigtesof production, packa il

il analyzes were reviewed md found they meet GMP.

o . Cliristiane Overbeck/Kpicriane Orepbex:
Salzgitter / 3axuttinere)y 2022-10-18 Qualificd Person/ Ynosuopaxena ecoba
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