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o [ _Dr. Falk Pharma GmbHJ

| Certiﬂcate of Analysis / Ceprudikar aHaJi3y

Praduct; / Mponykr: Mucofalk® Orange, granules, 3,25 ¢/5 ¢ 5 g of granules in the sachet; for 20
: sachels in a cardboard box with Ukeainian labeliing
Myxodannk Anemsens, rpauys, 3,25 /5 T, 11¢ 3 ¢ rpauyn y nakeri; no 20 lakertip
Y kapTonuiit kopobyj 1 MapkyBANHAM YKPAIHCLKOIO MOnOIo

Batch No.: / Maprris Ne: L230524
Batch release date; / Hara

Bnr[yCKy cepi']': 1 _9; APH; 2023
Manufacturing date: / 02.2023

Aara BipoGHuyTeA:
Expiry date: / Mpuparuyir go: 02.2028

Batch size: / Posmip cepii: 4783 packs / 4783 YIIAKOBOK

UA/6104/61/01 from 05.12.2018 unlimited /

Registration number in Ukra; : : -
ey number in Ukraine UA/6104/01/01 5ia 05.12.2018 Beserpoxoe

/ Peectpauiiine NOCBUINEHHA B
Vxpatai
Strength {Potency: / | sachei (5 g granules) contdins: Ispaghula husk {Plantago ovata Forssk., seed shells,

Cuna 8i¥AxtrenicTs: ground)-3.25 g ) )
| naker (5 r TPaHYJ) MiCTHTDL! Ispaghula husk (ysra macinag DONOPOMHAKA

Plantago ovata Forssk.)- 3251
Result /
Mocuiranus

conforms.

Test/ Teetyemuii napasrerp

Specification / Crewngikania

Appearance beige coloured granules with brown particles of the cpidermis
and the collapsed adjacent layers removed from the dried ripe
seeds of Plantage vvate Forssk,

Ipanynu Sexesoro KOJIBOPY 3 KOpUYREHEMY HACTRAMH
EniAepMicy Ta npunernmy 3pyHBOBANNX Wapis, spatux 3
BHCYILSHOIO 3piNoro Hacinmy Ronopowrnka Planiago ovata
Forssk.

aromatic smell of orange
APOMATHHH 3a0ux anenscyug

3osuimnii RO BiAROBifae

conforms
Bianosinae

pH 3.5-45(5% suspension) 3.9
(Ph. Eur.* 223)
pH 3.545(5% cyenensis)

Lass on drying

(Ph. Eur.* 2.2 323

Brpati npn BHCYmMyBatij
€ep. Gapy. * 2232
Uniformity of mass
(Ph. Eur.* 295
Oauopinuicrs macy
(€pp. drapm. > 29.5)
Swelling power
(Ph. Bur.* 2 8.4)
3rathicrs a0 HA0yxanny
Eap. Dapm, * 2.8 4

<5 % (1 hour, 105 °C)

=5%(1 rox, 105 °C)

218/20:5g+7.5
2020:3g+15%

= 1820 5rk75%
20720 5r159%

%
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Microbiological quality
(Ph. Eur* 2.5.12/2.6.1 32630

MixpoGionoriuna uneroTa

* actual valid version

¥ piloya penakuis

Test / TeeTyenmam napamerp ‘_Sﬁciﬁcatinn { Crictandinanis Result / _,
R Hocsmanns
Edentiﬁcs tion 1. Ispaghuta husk conforms to the macroscopical contornis
(Ph. Eur.%) characteristics according to Ph, Eur. *
2, I'spaghulg husk conforms to the microscopical conforms
characteristics agcording to Ph, Eup *
3. Performing TLC analysis according to Ph, Ear*, con forms
identification ¢, lspaghuia_ husk shows the orange pink
zones of arabinose and xylose as well as the yeliow zone
of galactose similar in position and colour to the zones in
the chromatograms obtained with reference solutions
I . ; L. Ispaghula husk sanosonsime MAKPOCKOT{MH] ; .
(g‘:”g:g;::i;‘ XaAPAKTEPHOTHKK BIANOBIAHO 10 Eap, D, * Bllfiosinac
- ' 2. Ispaghula husk 38J0BOMLHAE MIKpOCKORIM Bimosinae
XapaKTepHCeTHKY RiANGBLIHO 10 Cap. @©.*
3. Tlpu Bukonawni THIX ananizy signosinuo o Cap. @ %, Bianorizae

Imenrudirania C, Ispaghula husk gde noMapanyesi 1a
poxces! 3084 apabinosy i CHIIO3H, & TRKOK KOBTY 30HY
ranexTozd, noaioni 3a moxnokenkam i KONLOPOM /16 301 Ha

XPOMATOTPRMMAX, OTPHMAHEK Juls pediepenTiux posunnin

TAMC: < [0° CFUJg
TYMC: < 10 CFU/g _
bile-tolerant gram-negative bacteria: < 10° CFU/g

E. coli: abseni/g

Salmonelia: absent/25 4

(limits according to Ph, Eur.* 5, 1.8-C, with closer fimit of
10° Cfu/g for Bile-tolerant grawn-negative bacteria {limit as
before estahlished according to Ph. Eur..5.1.4, Cat 4B))
Saranbia kUibkicrs GakTepii (TAMC): < 10° RV Orr

(€op. Dapur.* 2.6.12/2.6.13/2.6.31) 3aramssa kinbkicrs rpusis (TYMC): < (04 KYO/T
TonepanTsi A0 xonyi Tpas-fieratheHi GakTepit: < 10° KVO/r

Bizeyrnicrs Ecolip I -
Bincyraicrs Salmonella B 25 ¢

{niviTh sixnosimHo Ko €8p. ©.% 5.1.8-C 3 Ginsta Samspxim
RimiTos < 10° KV O/ g TORSPAHTHEX 20 WOBY rpaM-
HeratTeBHuX GakTepii (pauinte xivir 6yE BRA3AHMHA 3rigHG
€8p.®. 5.1.4, Kar. 4B))

confonms
conforms
conforms

confonns
conforms

Bifrosigae
BixnoBinac
BlanoBiRae
Bianosinac
BizROBiARE

Result: / Pesysirar Xr approved / 3aTeepameno O . uotapproved 7 ne 3aTBEPAKENO

Mucofali: Orange Ay
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- Marufacturing site: / BupoBuux:
<] Losan Pharma GmbH / Jlosan apma TMEX
Otto-Hahn-Strasse 13 /
OrTo-Xau-Ilrpacce 13
79395 Neuenburg / 79395 Hoendypr
Germany / HiMeguiixg

Packaging site arid QC: / BupoBny, Binnosinansupi
38 UCPBUIEE, BTOPHHHE Nakysany T2 KOHTpOII,
fxocTi:

Losan Pharma GmbH / Jlosan dapya M
Eschbacher Strasse 2 / Ewbaxep [Hrpacee 2
79427 Eschbach / 79427 Emgax
Germany / Hiveuyuna

{J Losan Pharma GmbH / Jlozag Dapma MM6X
Otto-Hahn-Strasse 13 /
O1'ro~XaH-LHTpacce I3
759395 Neuenburg / 793935 Hoenbypr
Germany / Himeyyupg

[ Lindopharm Gmbl / Hintnopaps Mysx
Neustrasse 82/ Hofwrpacee 82
40721 Hilden 1 4072} Kimspen
Gennany / Himeyunna

Batch release of finished product: / Bianosinamuuii 3a
BMIyCK Cepif kintieporo IPORYETY:

Dr. Falk Pharma GuybH / Hp.DanLg Dapma M'éX
Leinenweberstrasse 5 / HNaktuseGepwrrpacce 5

79108 Freibura / 79108 Ppaiibypr

Germany / HiMeyyuna

Mugofalk Orange (1JA)

~ |E  Dr. Falk Pharma GmbH ]

Number of Manufacturing License Losan Pharma GmabH:
DE BW ¢ 1_MIA _2023_0015 from 02.02.2023

Homep niuensii ua BHpoGHuUTEE Jlosan Dapma MudX:
DE BW 01 M IA_2023 0015 nig 02.02.2023

Number of GMP-certificate Losan Pharma GmbH;
DE_BW__OE_GMP__QGZ?__{)JSQ from 15.04.202¢ 41l
14.04.2029

Homsep ceprugikary Givip Jtosan @apma rueX;
PE_BW_01_GMP_2021_0169 nia 15.04.2021 1o
14.04.2024

Number of Manufacturing License Losan Pharma GinbH:
DE_BW_{)]_MIA_.QOB‘DNS from 02.02.2023

Howmep ninensii na BHPOOHHITEO Jlozan Qapma M6 X:
DE_BW__(}I_MIA_2023_“00 15 8in 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW o I_GMP_2021 0168 from 15.04.2021 1
14.04 2024

Homep cepTibikaty GMP Josan Dapma TubX;
DE BW_01_GMP_2021_0168 sig 15.04.2021 10
14.04 2024

Number of Manufaciuring License Losan Phaima GmbH:
DE BW_ 0 [_MIA_2023 0015 from 02.02.2023

Homep niuewsii ua Bupobuuittro Mozan Papma TuEX:
DEﬁBWM_OI__MIAﬁEOZS_UOIS Bix 02.02.2023

Number of GMP-certificate Iosan Phanma GmbH;
DEHBW_{)J_GMP_Q(}?I_OJ@ from 15.04.2021 i}
14.04.2024

Homep ceprudirary GMP Jozay Dapma IugX;
DE_BW_OI__GMPHEM 1_0189 nix 15.04,2021 no
14042024

Number of Manufacturing License Lindopharm GmbH:
DE_NW_OB_MIA__EO?.EHOOOS from 11.03,2022
Homep ninensii ua nepoGunuTEY Hinpodapy I'm6X:
DE_NW_03_MIA_2022_0008 xix 11.03 2027

Number of GMP-certificate Lindepharm Gmbir
DE__NW_OB_GMP_%Z‘LOOI? from 11.03.2002
Homep ceprfirary GMP THupodaps Mugx:
DE_*NW703_“GMPﬁ2022_00 17 8ix 11.03.2022

Nurber of Manufacturing License Dr. Faik Pharma Gmbiy:
DE BW o I_MIA 2021 0020 fiom 17, 02.2021

Homep niuensii ia BupoSruuTEO Jp. Panni Oapama DuEX:
DE_BW_01_MIA 202 1_0020 six 17.02.2001

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2023 0041 from 02.03 2023

Hoarep ceprudiikary GMP Hp.Dassk Gapua MubX:
DE BW _01_GMP_2023_0041 niz 02.03.2023

MUG oranze_ Woon 0_M32051_master Version 09 34 14.07.2022
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|&_Dr. Falk Pharma GmbH |

I, the undersigned, certify that the above batch is truly accurate, This batch {including packaging/labe]ing) was
produced and subjected fo quality contro! In the above production unit in sempliance with the GMP requirements
established by the local regulatory authority, as well a5 witl the specifications contained in the marketing authorization
dossier or trade license of the manufacturer country or destination country, if the product is itported, or in the product
specification file for e study drug, The Batch Manufacturing Record, the Batch Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMPp.

A, 110 HmKye nianucasgs, 3acBiatyr0, wo BUINEHABCNEHA cepi ¢ AocToripHOTOS . Mana cepia nporyruy Gyna
BHpobIena (sXmovalog Y NAKORKY/MApRyBaung) | n POBCICHHE KOHTPOIL 1t AKocTi ua RHLICIrANaHOMY BUpoGHIiomy
BILAIA y nosuif BillNosinHocTi 3 Bumoramy GMP, Beranormernm Mictesum PETYnATOpMIIM Opranom, 3 Takosx ¥
BiAnoBsinnocti 3i enenudiranicio, axg MICTHTECH B beecTpauifsomy zocue aGo TOprosif niueisi KpalHH-BHpO0HMKY
abo Kpainu-imnoprepa, Ao BpORyKuist iMnopronana, wyr g gocye cneundirauii xa fipenapar ang aoctipxysanora

Nixapcokoro 3aco6y. Mporokonm BapobHuuTEY, ynakonky Ta aHANI3IE Bymny nepernaryTi i soTanosneno ix
siAnoinzicTs GMP,

Freiburg / dpandypr, 19, APR. 2023

Qualified Person / Keanithicosarumi baxizens ACMAPTAMENTY KOHTPORIO sIKOCT]

}q’ Ip. Tomac Ynpmamm
(Dr. Thomas Uhimenn)

o Ap. Pyaonnth Bunsremy
{Dr. Rudplf Witheim)

0 Horanuce Xoiicnep
(Johannes Heusler)
o Xaiixe Maiixcnep

(Heike Meichsner)
a} Crosanne Ulsatuep
{Susanne Schweizer)
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