Dr. Falk Pharma GmbH

Certificate of Analysis / Cepradikar aHaJIizy

Preduct: / MpoaykT:

Bafeh No.: / INapria Ne:

Ursofalk® 250 mg/5 ml suspension, 250 ml in glass batties; 1 bottie with |
measuring glass in a carton box with Ukrainian lshelling

Ypcoganek, cycrensin opansia, Z50mr/SMn; o 2508 ¥ CRAAMIH nIsun;
nio 1 nmmind pasoM 3 T MipHITM CTakalMHKoM B RAPTOHHIT kopobui 3 map-

KYBEHIAM YRpaTHeLKOIO MOROI.
2305414

Batch telease date: / lata punycxy cepit: {9, f£k 7k

Manufacturing date: / Mata suporenursa: 11,2023

Expiry date; / UptaaTauit no:

Batch size: / Posnip cepif:

112027
2896 packs / 2896 yiakonoi

Registration nomber in Uleaine: / Péecr-  UA/3746/01/01 from 07.10.2020 unlimited
UA/3746/01/01 pig 07.10.2020 niffcenii ua HeoGMeKeRuH

paviftte nocsiavesds B Yipatui

Strength/Potency; /
Cuna giYAxTHBgicTS:

5 ml suspension contains 250 mg-Ursodeoxycholic acid
5 M0 eycmensit MicTHTD 250 MN YPCOAESOKCHXONEROT KRCHOTH

Test / Teeryenmil napaverp

Specification / Crensudirauin

Result / Hoennanyn

(Ph. Eur. 2.2.5)

(merely puide for converting weight into valume)

Appearance white, homogeneons suspension containing small air bub- conforing
bies and wiik a lemon odour

3oBHimIET sirany Bina roMorensa CycTeHain 3 NpiGHmy noBiTPARNMY Gy- slanosinae
NLGAIKAME | AUMOHEMN SA0aXO0M

pH 3.8-52 13

(Ph, Bur, 2,2.3)

pB 3,8-3,2 45

(€sp.h. 2.2.3)

Density approx. 1.09 g/m!} 1.101 g/ml

TaT6EDI0BOTY KouTelineps
(Eep. 0. 2.9.27)

TyeTinia npubn. 1,09 r/yn 1,101 vfaor
{(Eep.p.2.2.5) (ensmni nokasuk s neperony sacH & 06’gy)

Viscosity 25-60 mPas 31 mPas
{Ph. Eur. 2.2,10) (20 °C, shear rate 1291 51y

BiasxicTs 25-60 mIla 3wl
(Epp.AD. 2.2.10) {20 °C, wsiakicss acysy 1291 ¢y

Redispersibiity no sedimentation up to 2 minutes after shaking; conforms
(HPLC) 90-110% UDCA ones
Pemuenepenicts HEMIE OCiNanEA A6 2 XB aieny CTpyInyBanas sianosinac
(BEPX) 50-110 %% VIXK ; 99 %
UniHprmity of mass of > 18720 mean=10% conforms
delivered doses-from maltidose 2020 mesn+20% conforms
containers

(Ph. Bur, 2.9.27)

OnnapimnicTs aacs aieap- >13/20  cepenue amuueyna = 10% sianoeinae
cuROora 3acody B oanifi nosi Ga- 20120 cepenne smaventn <= 20 % Bigfoainae

" Ussofalk Saspension (LA}

URU_W0250_MBIPST_mmsier Varsion 13 13

4 5 e
Hor.ern 799 %g "Blps. 2025

upprovidon 16.1).2017
Bztch mmber 3305414

oloer




Dr. Falk Pharma GmbH

—benzoic acid

IGnsxricite sisuavenun (BEPX)

Test / TecTyemitii mapameTp Speeification / Crewsidixania Result / TTocunantin
Filling volunte (20 °C) 2250 ml (=272,3 g)fbottle 2520 mi
{according Lo USP/NF <698>, de- | mean value (n = 10)
liverable volume) no single value below 237.5 nil (= 55 %) 250.0 ml
- OB’en sanoenenns (20 °C) B cepebonty 2 250 Ma (= 272,5 r)finauncy 252,0 M0
{pinn. no P.CIHA / H.O <698>, {(n=10)
of'en, 1o nepeBOCHTLCH HWOARCFO RAHBIEYAIBIOFD JHaNEHI Histue 237,5 M 250,0 mn
(=95 %)
Particle size particle size of sampie corresponds to the authentic drug conforms
(microseopic) substance; 95 % <30 ym
Poarip yaerone Poaniip wacTok 3paska BiANOBiAAE TAKOMY RBTCHTHHHOT pianosixae
(mikpockoni) Firapesiol cyGorasuit 95 % = 30 sum
Identity (HPLC)
-~ ursodeoxycholic acid the retention times of benzoic acid and ursodeoxycholic conforms
~ benzoie acid acid correspond to those of the reference substances conforms
- ursudeoxycholic acid (colowr flaky grayish blue suspension conforms
reaction, Pl Eur. Identity
reaction C)
Inertidicauls
- YRCOAEI0OKCHXONERA KRCI0TR HAC YTRHMARKA YPCOAC3OKCHX0NCEOY KIICHOTH Bianosinae sinnoeinae
(BEPX) TAKOBOMY DelepesTHOrO CrulinapTy
- YPCOACIOKCHXONERR RHCAOTA [lmacTipyacTa cipysato-Gnakiutha cycnensia ninnosinze
(Cop. D., peaxuin igesnoHocTi
C) 9ac yTpHMmanen Gensofise] Kcnom BIANOBEMAL TAKOBOY
-~ Gensoiina kucnora (BEPX) pedepeITHOTO CTaHAAPTY BinnoBinde
Assay (HPLC)
~ursedeoxycholc acid 50.00 mg/ml + 5 % (47.50-52.50 mg/ml) 48.47 mg/m!

1.500 mgfml+ 37~ 10 % (1.35-1.575 me/ml)

1.484 mg/m!

= YPCOACIORCINONENE KNCAOTA 50,00 mrium = 5 % (47,50-52,50 Mrfam) 48,47 srfun

— Bensolina xucoTa 1,500 Mr/niit + 5 % /- 10 %4 (1,33-1,575 mr/wun) 1,484 mefmn

iiicrobiologieal quality TAWMC < 10%m] <20/ml

(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1)  |'TYMC < 10%mni < 10/ml :
E. coli absentin I ml conforms

MirpoGionoriana uyncrora TAMC < 10%m1 < 2040

(Cen.h. 2.6.12./2.6.13 TYMC < 10¥m] < 10/n

5.14-1) E. coli sincyTnie 1 a1 sianosijac

*  All mentioned impurities represent by-products originating Irom the symthesis of {he active § ngredient ursodeoxychalic
acid as it is veriffed during long-1erm stability tests. There are no potential decomposition products known. Conse-
quently (his 1est parameter was continued only for verification purposes during the stability tests.

* Bel arzaani goadunc AbAnoTH coBore nofiuni npeaykrs, mKi noxouaTs i3 cumTe3y aiovof peronnuy Y HAXK, mo Gyno
TATBEPIAEKRD NPOTATOM AOBIOTPHEANOYTO JOCMIMmKEHHA crabinsuocTi. Totenniit APOAYETIE PO3NAMLY Hepigoni.
Onxe ueii napaMerp NPONOBMYHAINL A0CHFNAYRITH THNE B My KOHTROAID OPOTANON. TECTYBAHNS cTadiibHocTl.

The resulls meel the specilfication.

PesynutaTn sizmosingiors creundixatty,

Remarks: nia
TlpiwiTha: w3

Ursoialk Suspension {UA)

URU_WO250_M52851_master Versioy 15 3

Page 1/1

apprrved on 16,11 2077
Balch pember 2305414




Dr. Falk Pharma GmbH

Manufacturing site: /BupoGHie:
Corden Pharma Fribourg AG /
Koppen tapma Gpidbypr AT
Zweigniederlassung Eftingen /
Upaitninepaaccynr ETtinren
Brlihistrasse 50 / Bpionswirpacee 50
4107 Edtingen / 4107 ETrinres
Switzerland / Wselinapis

Nuwmber of Manufacluring License Corden Pharma Fribourg AG;
MIAE-CH-511101-102696490 fron: 15.02.2023

Hoarep nivensit na pupobunuree Kopgen Papma Epibypr AT
MIAE-CH-511101-102696490 nin 15.02,2023

Number of GMP-certificate Corden Pharma Fribowg AG:
GMPE-CH-1004789 from 30.08.2023

Hontep cepruhirary GMP Kopner Wapva @pidypr AT
GMPE-CIH-1004789 sig 30.08,2023

Packaging site and QC: / BupoGxu, signosinansnuii sa
ICpPIHHHE, BTOPHHNE MAKYRAHIA TA KONTPOND KKOCTI:
Corden Phanma Fribourg AG /

Kopney dapma Dpibypr Al

Zweigniederlassung Ettingen /

Lpaitninepnaceysr Errinrea

Brithistrasse 50 / Bploasurpacee 50

4107 Ettingen 7 4107 Erviuren

Switzerland / Ilpefinapis

Nomber of Manufacturing License Corden Pharma Fribourg AG:
MIAE-CH-511101-102696490 from 15.02.2023

Homep ninensil na supobuunrse Kopaey Papna Mpibypr AT
MIAE-CH-511101-102696490 sig 15.02.2023

Number of GMP-certificate Corden Pharma Fribourg AG:
GMPE-CH-1004789 from 30.08.2023

Hoatep ceptiehivaty GMP Kopaen dapna Dpidypr AT
GMPE-CH-1004789 rin 30.08.2023

Balch release of finished product: / Bianosiganenmit 3a

puIrycl cepii KIHUgBOro npomyKTy:

Dr. Palk Pharma GimbH / Op. Panui Dapma TMEX Number of Manufacturing License Dr, Falk Pharma GmbId:

Leinemweberstrasse 3 / JlalineuseSepuitpacee 5
79108 Freiburg / 79108 P paiiGypr
Germany / Hinenusina

DE_BW_01_MIA_2021_0020 fram 17.02.2021
Honep ninensit va supoBunurso Op, ®ansk dapua [noX:
DE_BW_01_MIA 2021_0020 sin 17.02.2021

Number of GMP-certificate Dr, Fallk Pharma GmbH:
DE_BW_01_GMP_2023_0041 from 15.11.2022 till 14,11.2025
Houep ceprudikaty GMP Hp.hannk ®apma ThGX:
DE_BW_0l_GMP 2023 0041 5ig 15.11.2022 no 14.11.2025

I, the undersigned, certify that the above batch is truly sccurate. This batch (including packaging/labelling) was produced
and subjected to quality control in the above production unit in compliance with the GMP requirements established by the
toeal reguiatory authority, as well as with the specifications contained in the marketing aathorization dossier or trade li-
cense of the manufacturer country or destination country, if the praduct is imported, or in the product specification file for
the study drug. The Batch Manufacturing Record, the Batch Packaging Record, and the Batch Analysis Record have been
reviewed and found to be compliant wilk GMP,

A1, 1o Hustie MAGHCABCN, 33CBiAYYID, G BHINCHABCALHA cepis € AocTOBIPHY Todnole. Fana cepin nponyxuil Gyaa piipos-
aexa (prmoYatoyn yraxkosxy/Mapkysanwr) | nposenesiH KonTpons T AK0GTI Ha BIe 3TANAROMY BHPOBIFIOMY Bixmin ¥

nopHill Blanerianocti 3 arvoramy GMP, BoranosneHm MICUEDIN DEIYARTOPHEM OPTAROM, & TAKOX Y sifoniaHocT i

erieltndikanicio,Axa MicTHrees B pegeTpanitiHony Aocke abo Toprosill Minensil spaiki-uupounse ado Kpaim-iMooprepa,
AKIO NPOAYRIIA INAOPTORANE, Wil 8 A0CHE CrielMpikaniil na npenapaT 418 AOCHINFYBAHOTO AikapesKoroe 3ncoGy. [poro-

KOaM BupoBEILTAL, YRAKODKI Ta AHANIE Gyin neperisnyTi 1 SeTanoBIeno ix ninnosingicrn GMP.

Date and Signature;
Aetamasinnug: Head of Guality Control

Sohanngs Hauslar
Quaé?ied Persan

09 FEB 2024

Dr. Falk Pharraa Gk
Leinenweberstr. 5
79108 Frelburg 1 Br, Germany

Ursoinlk Suspeasion {114}

URU_W0230 NEIP5I_mester Viaiston 13 kic)

approved om 16112017
Bateh nurber 3305314
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JEPKABHA CIHYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hapii Ceiranasoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kog €IPIIOV 37079055

BUCHOBOK
Ipo AKiCTH BBe3eHOro B Ykpainy AiKapcsroro 3acoby

23.12.2024 Ne 69708/24/26

YPCORAJNBK

70

(naliMelyBarns nikapcLkoro 3acoby arifno 3 peecTpauiihAM nocsinyeHHan)
cycnemsis opanbEa, 250 mr/5 mug no 250 v y exmsaii ool o 1 msmni pasom s 1
MIpIHM CTAKAIHKOM B KapTonnii xopodui

(dyopma BHTTYCKY, A03YBAHHS, BHA NAkyBaHNs Hikapehkoro 3c00Y)

Hontep peectpartiitnoro moceinuerms UA/3746/01/01 crpox aitf peectpanitinoro nocsiauenns HeoOMexennHi

Cepis nikapepkora sacaby MNe 230541A KinsiicTs saesenioro nikapeskoro sacoGy 960
BupoGuuk Ip. Damnx Gapva I'm6X, HiMeuunna
{ua¥iMenysania eupoGimke nikapeskoro ancoby, xpmnn TIOXOHFELLHS)
Beeseno B Vpainy Tipuearse axnioncpue Tosapuereo "HATYPDAPM", inenr. kop:
24930169

(ﬁaﬁmcl{ynalmﬂ 1 koA 3a CHAPIIOY ropuanmriof ocofn abio npissume, im's, ro Garexoni diswuucl

0cOBH - l'llll.l'lpH('.MuS!, i1 micue npomunamm Ta pccc'rpammmﬁ HOMED obnikoso] KapTXH ﬂﬂﬂTIIHKﬂ

monarkin aGo copis Ta HOMEP NACHOPTA)

IMpoToxon BisysisHora kouTpomo ein 23.12,2024 Ne 4438/14.

3a pesynsTaraMy  AepKABHOIO. KOHTPOMIO EBCTAHOBIeHO, o Mnikapebxnii 3acic Bsescno b Ykpainy 3
AOTPHMAHHSM BAMOr 3KOHOJABCTEA WOAO 3a603ENEHRS RKOCTI MIKAPCHKHX 3aC06IB.

(7}_— Bixrop MAXHOBELb

(nocanon o) ! goHfiono) (ninnuc) (irtiviamst o npizBRHIIE)

~PGOBIB TA
a&"‘:-.u B 5 &Ol?;b
~{. .9
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprugikar anaJrizy

Product: / TpomyxT:

Batch No.: / Mapris Ne;

Ursofalk® 250 mg/5 m! suspension, 250 ml in glass bottles; 1 bottie with 1

neasuring giass in a carton box with Ukrainian labelling

Vpeotanek, cycnensis apanibHa, Z50Mr/5ma; no 250Ma v cxnanii WIS
no 1 pnamu pasom 3 1 aipesy crakasymion 5 XapTonHii xopobui 3 Map-

KYBAHHIN YKPATHCEKOIO MOBOIO,
230415A

Batch release date: / Tata BHHYCKY cepii;

Manufacturing date: / Hara Bupo6unnrea;

Expiry date: / Tpunarmit no:

Batch size: / Poamip cepil:

Registration number in Ukyaine: / Peecr-
patliiine mocsinuenns » Vxpaiui

Strength/Potency: /
Cuna niv' AxtusnicTs:

08,2023
08.2027
1432 packs / 1432 ynakopox

UA/3746/01/0] from 07.10.2020 unlimited
UA/3746/01/01 sig 07, 10.2020 niticuuii ua HeoOMexkeHi

5 ml suspension contains 250 mg Ursodeoxycholic acid
5 M eyenensii micturn 250 a Ypcoaesokcuxonesol kuenory

TaTOA030BOrO KOUTEliepa
{€ap.D. 2.9.27)

Test / Tecryemnii napamMerp Specification / Crenndiranis Result / Hoewraums
Appearance white, homogeneous suspension containing small air bub- conforms
bles and with a lemon odour
3osniwuiii suraag Gina romoreuna cycrieisis 5 APIGHIMH 1OBITPAHEME Oy- BifAnosigae
ApOaIKany | JuMOHEUM 3anaxom
pH 3.8-5.2 4.5
(Ph. Eur. 2.2.3) |
pH 3,8-52 45 !
| (Esp.d. 2.2.3)
Deunsity approx. 1.09 g/m] 1.102 g/ml
(Ph. Eur. 2.2,5) (merely guide for converiing weight into volume)
TyeTHnia HpHEI. 1,09 r/vn 1,102 r/vn
Esp.0. 2.2.5) (enmunit nokasmmixk ma NepeBOIY Maci B of em)
Viscosity 25-60 mPas 32 mPas
(Ph. Eur. 2.2.10) (20 °C, shear rate 1291 sh
BsizicTs 25-60 mlTa 32 MITa
 (€8p.D. 2.2,10) (20 °C, wBinkicts scypy 1291 ¢h
Redispersibility no sedimentation up to 2 minutes after shaking: conforms
(HPLC) 90-110 % UDCA 100 %
Peaucnepenicrs HEMAE OCIIAHHA Ito 2 XB Tricms CTPYULYBaHHS BiAnopinae
BEPX) 90-110 % VXK 100 %
Uniformity of mass of > 1820 meanx10% conforms
delivered doses from multigase 20720 mean=+ 20 % cohforms
containers
(Ph. Eur. 2.9.27)
Oanopignicts mach nikap- >18/20  cepense snavenng = 10 % Binnozigae
tbioro 3acofy B oawiit go3i Ga- 20/20  cepenue yauenyy + 20% Binmosinae

Ursofalk Suspensian (UA)

URU_W0250_M32P51_master Version 13

Page 1/1

approved on 16,11.2017
Batch number: 2304154

Poy C?.&M//Fﬁf gg 12 41 ley
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Dr. Falk Pharma GmbH

Test / TeeTyesinii na paMerp Specification / Cnetsrdikanis Result/ Hociiaunsy
Filling volume (20 5C) 2250 mi (=272.5 g)/bottle 252.0ml
{according to USP/NF <698>, de- | mean value {(n=10)
liverable volume) no single value below 237.5 ml (= 95 %) 250.0 mj
Q0°cr1 sanosHerns (20 °C) B CepennLony > 250 M (= 272,5 r)fmasuxy 252,0 mn
(ian. no ®.CLUA / 4. <698>, [(n=10)
06°€M, IO NEPEHOCHTHCS KOAHOTO IHAMBIAYANLHOTO 3HAYEHHS HibK e 237,5 ma 250,0 M
(=95 %)
Particle size particle size of sample corresponds to the authentic drug conforms
(microscopic) substance; 95 % < 30 um
Pozvip uactor Poamip wacTok spaska sigmogigae TaKOMY ABTEHTIRIHOT Binnosinae
(mikpockonin) iKapeskof cyBetanii; 95 % < 30
Identity (HPLC)
- ursodeoxycholic acid the retention times of benzoic acid and ursodeoxycholic conforms
- benzoic acid acid correspond to thase of the reference substances confonns
= ursodeoxycholic acid (coiour flaky grayish blue suspension conforms
reaclion, Ph, Eur, Identity
reaction C)
Inerrrudicanis :
- YPCOHAE30KEHX0MERa KHCI0Ta "1aC Y TPHMAHHI YPCOReI0KCHX OREBOT KHCIOTH Bianoeinae nianosinac
(BEPX) TakoBOMY pethepentHoro cTanmapry
-~ YPCOAC30KCHXONERR KHCNOTA [Tnacristacra cipysaro-fnakurya cycrenain Biarnoninae
(€sp. @, peakuin inexTuunoCT
E Hac yTphnania Sensoftnoi kucnorn BiAnoBiNae TakoBoMy
- DeH30ifHa KucAoTA {BEPX) pedepenTHOro CTaBnapTy Bifnosinac
Assay (HPLC)
- ursodeoxycholic acid 30.00 mg/mnl % 5 % (47.50-52.50 mg/ml) 48.91 mg/ml
~ benzoic acid 1.500 mg/mi+5/- 10 % (1.35-1.575 mg/ml) 1.525 mg/mi
Kinvricue pusnavenns (BEFX)
— YPCORE30KCHNONEEA KkHCnoTa 50,00 Mrivn + 5 % (47,50-52,50 print 1) 48,91 sr/vn
= denoiina kucrora 1,300 Mr/mn +5 % /- 10 % (1,35-1.575 MI/MT) 1,525 mr/an
Microbiological quality TAMC < 14%m] <20/ml
(Ph. Eur. 2.6.12/2.6.13, 5,1 A1) [ TYMC < 10Ym] <10/ml
E. coli absentin [ m] conforms
Mixpogionoriuna unerora TAMC £ 10¥%m] <20/mn
(_eﬁp.d). 26.12./2.6.13 TYMC £ 10%m! .< l(}/l.ﬂﬂ
[5.1.4-1) E. coli sizcyrnis ! My Blanoninae

*

acid as it s verified during
quently this test parameter was

All mentioned impurities represent by-producis originatin
long-term stability tests. There are no potential decornposition products known. Conse-

g from the synthesis of the active ingredient ursodeoxycholic

continued only for verification purposes during the stability tests.

MHATBEPIKEHO NPOTSIroM ACBrOTPHBAIOrO NOCAimKeHN crabinnuoeTi, Movenuikui npoxyxrs poanazny Hepigoni.
Otike ueit napawverp TIpOnOBIKYBaMI ZOCKIKYBATY MHWE B Ulx KOHTPOMO NPOTArOM TEeCTYBAHHA CTaBbHOCTI.

The rosults meet the specification.

Pesynkrath pignosigaiors crieundikary.

n/a
H/3

Remarks:
TTpusiTia:

Ursofalk Suspension (UA)

213 appraved on 16.11.2017

URU_W0250_M32P5 [_master Version 13
Batch aumber: 2304154
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Dr. Falk Pharma GmbH

Manufacturing site: /BrpoGuk:

Corden Pharma F ribourg AG / Number of Manufacturing License Corcden Pharma Fribourg AG:
Kopaen apma DLpiGypr AT MIAE-CH-511101-1026926490 from 15.02.2023
Zweigniederlassung Ettingen / Homep niueHsii na rrpodauLTEG Kopnen ®apme @piGypr Al
Lpaitnigepraceyur Errinrey MIAE-CH-511101-102696490 8in 15.02.2023

Butihistrasse 50/ Bpronbtutpacee 50

4107 Ettingen / 4107 Errinrey Number of GMP-certificate Corden Pharma Fribourg AG:
Switzerland / Ilpeituapia GMPE-CH-1004789 from 30.08.2023

Howep ceprudixaty GMP Kopuen dapma Dpiypr AT
GMPE-CH-1004789 5ig 30.08.2023

Packaging site and QC: / Bupo6nux, Biarosigansaui 3a
HEPBIHHE, BTOPHHIE NaKyRadus Ta KOHTPOAb AKocT:

Corden Pharma Fribourg AG / Number of Manufacturing License Corden Pharma Fribourg AG:
Kopuey dapya OpiGypr AT MIAE-CH-511101-102696490 from 15.02.2023
Zweigniederlassung Ettingen / Homep niuensii ra supoSuuyreo Kopaen dapna Dpibypr Al™
Usaitniaepnaccyur Ertinrey MIAE-CH-511101-102696490 Bin 15.02.2023

Brithlstrasse 50/ Gpionsturpacce 50

4107 Ettingen / 4107 Errinren Number of GMP-certificate Corden Pharma Fribourg AG:

Switzerland / Hlseiinapis GMPE-CH-1004789 from 30.08.2023
; Homep ceprutirary GMP Kopren Dapwma Gpibypr AT
GMPE-CH-1004789 nix 30.08.2023
Batch release of finished product: / Binnosinansuuii 3a
BHITYCK cepil xinuesoro npoaykry:
Dr. Falk Pharma GmbH / HAp. Qamux Dapya Musy Number of Manufacturing License Dr. Fallc Pharma GmbH;:

Leinenweberstrasse 5 / JaitnenneGepurrpacce 5 DE_BW_01_MIA_202 1_0020 from 17.02.202]
79108 Freiburg / 79108 DpaiiGypr Howmep nivenait ua prpoGuuuTeo Ip.Mansk Papma e X:
Germany / Himeuguna DE _BW 0 1_MIA_2021_0020 iz 17.02.2021

Number of GMP-certificate Dr, Falk Pharma GmbH:
DE_BW_OI_GMP_2023__004] from 15.11.2022 4jll 14.1 1.2025
Homep cepThibikaty GMP Jp. Ganpk Dapma Tm6X:

DE B W_OI_GMP_2023_0041 Bin 15.11.2022 no 14.11.2025

L, the undersianed, certify that the above batch is truly accurate, This batch (including packaging/labelling) was produced
and subjected to quality control in the above production unit in compliance with the GMP requirements established by the
local regulatory authority, as wel] as with the specifications contained in the marketing authorization dossier or trade ii-
cense of the manufacturer country or destination cotintry, if the product is imported, or in the product specification file for
the study drug, The Batch Manufacturing Record, the Batch Packaging Record, and the Batch Analysis Record have been
reviewed and found to be compliant with GMP.

NoEiii BiANORiTHGCT 2 BuMoravy GMP, scTaHORIEHIMH MicLenm PCIYJIATOPHAM OPraHoM, a Takos y BifnoEigHoCTi 3§
cneunpiraLier, aka MicTuTsCy 3 peecTpauiiinomy nocee abo Toprosiii ninensit kpaiHk-enpobHuka aGo kpaths-imaoprepa,
AKIO NpomyKuia IMNOpPTORAHE, 3ir b Joche cneuupitaniii Ha npenapar any ocnimxysanoro nirapeskoro 3acoby. MpoTo-
Kot BUpOGHALTSE, YNaKobku Ta ananisip 6yRu nepersamyTi i BeraHoseno ix Bianosianicrs GMP.

Date and Signature: Br. 'l'hun}as Uhlmang
Jata ta nignuc: Qualified Person

av 20723

Br. Falk Pharma GmbH
Lmnenwebarstn 5
79108 Fratburg |, 8¢, Germany

Ursofalk Suspension (UA) URU_WO0250_M32P31_master Version 13 33 approved on 16.11.2017
Bateh number: 230415A
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HEPKABHA CIIVKBA 3 JIKAPCBHKHX 3ACORBIB
TA XOHTPQIIO 3A HAPKOTHKAMMI ¥y m. KHEB]
npos. Hanil Ceitiuynof, 3, 02099, Ten. (044) 295-26-85
-mail: dls.kyiv@dls.gov.ua, Kox EIPIIOY 37079055

BHCHOBOK
npo axicTs BBezeHoro B Yrpaiuy nikapenicoro 3acoly

09.10.2024 Na 52685/24/26

YPCODMAJIBK

(HatiMenynanng nikapenkoro 3ncoby 3riag 3 peceTpaiifinm nocais4enim)
cycneusin opannua, 250 mr/s MUT; 1to 250 Mt y crenstuiii i) no 1 nisiargg pazom 3 1
MIDIHM CTARAHTINICOM B KApTonNiil kopo6isi

{dropma nunyeky, noaysanns, sng Naicysants gikapeokoro sacofy)
Hontep peectpauiiinoro nocainuenns UA/3746/01/01 crpox ait peectpauifitiore nocsinvenus HeabMeNeH it

Cepis nikapeskoro sacoby Ne 230415A KinbxicTs BBeseroro fikapenkoro zacoby 960

BupoGrnk Lp. Pani dapma I MOX, Himeuwnna
(raiimenynanty BHpoGrHKa hikapeLkorg 3acoly, kpaiia moxXoxeHs)

Bseseno s Vipainy Hpusarue aruionepre TopapueTpo "HATYPDAPM", incur. won:

24930169

(Hatimenysamms o kog sa CAPNOY 1opitnitthat ocoBn afo npisuKue, sy, 16 Garbroni (rizvrnor
0cofu - nianpHEML, 1T aticite NPOKUBAHNUR Ta peecTpauifunii HOMEp obnikanof kapTen orarimss
nonarkis a6o cepia ra HOMEP nacnopTa)

TpoToxen sisyansuore wonrponio six 09.10.2024 x 3458/17.

32 pesymbratamu  nepwxasioro KOHTPOMO  BeTanomnelo, WO  Aikapcskwii

acid mpeseno o Ykpainy 3
AOTPHMAaHHAM sumor 3aKOHOAABCTRA WOAC 3abe3reueHitn aract] JTika

% sacoBin,
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Hauaneyuk Muxona XOJIOAEHKO

10) (ninnne) (iufuiann ta npismtnie)

{necanona
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