Dr. Falk Pharma GmbH

Ilpenapar:
Product:

Homep cepumn:
Batch No.:

Jara npoussoacTea:
Manufacturing date:

T'onmen no:
Expiry date:
TIpousBoauTes:
Manufacturer:

PacacoBaHO/yaKOBaHO:
Packed/Packaged:

Cepruduxar ananuza
Certificate of Analysis

Ypcodansk, kKancymst o 250 mr
Ursofalk 250 mg Capsules
A350472

13.09.2025

09.2030

Anndamen @apbun Aprmaiimurrens I'm6X, 37081 Tetruren, lepManus
Allphamed Pharbil Arzneimitiel GmbH, 37081 Géttingen, Germany

Anndamen @apoun Aprmaiimartens I'M0X, 37081 Ferruren, [epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Teer* / Test*

Cnenndpuxanun®* / Specification**

PesynbTaTt / Result

Onucanne / Appearance

Teepapie, HeMpO3padHbIE KENATHHOBBIE KATICYIIBI
Ne0; kpeimeuka Genoro neeTa, KOpryc 6eroro
ngeta. ComepxuMoe KaricyJibl — HOPOIIOK HITH
TpaHyJisl 0enoro 1uBeTa.

Opagque solid gelatine capsules, size 0, the cap is white, the
body is white. The content of the capsules is a white powder or
granules

Trepple, HENPO3PATHEIE
JKeNaTHHOBbIE Karcymbl Nel;
Kphilneyka Genoro pera, Kopmyc
Gemoro usera. Copepkumoe
KarcyJlbl rpaHy sl Genoro meera.

Opagque solid gelatine capsules, size 0, the
cap is white, the body is white. The content
of the capsules is a white granules

Cpenuss Macea KancyJ/isl 1
OIHOPOJIHOCTH 1O Macce /

Cpeodusist macca:
Average weight

Average weight and 313,5—346,5 mr (mg) (330,0 Mr (mg) + 5 %) 332;77’33 Mt
uniformity of weight 313.5-346.5 mg (330 mg +5 %) e
(I'® P@ / SP RF) QoHopodnocme no macce:
Uniformity of weight
ne menee 18/20 karcyn wHe Gonee + 10 % 20/20
ne Oonee 2/20 xamcyn He Gonee = 25 % 0/20
18/20 capsules not movre than + 10 % 20/29
2/20 capsules not more than £ 25 % 029
OanopoaHocTs AV10 eguru npenapara (kancyn) < 15,0 (L1) 3,9
nosupoeauus / Uniformity | mmm AV30 equnun npenapata (kamcyn) < 15,0
of dosage units (L1) 1 HE 0gHOTO 3HAYEHHS] MHIUBUIYATEHOTO
(Ep.®. miu I'® P, criocob | comeprkanns B oGO eMHHMIE TIpenapara,
2/ Ph.Eur. 2.9.40 or SP RF, | xotopoe 6bi10 b1 MeHee uem (1 — L2 x 0,01)M u
method 2). 6onee gem (1 + L2 x 0,01)M.L1 pasuo 15,0 u L2
paBsHo 25,0. 39

L1: 10 units fested: Acceptance value < 15.0 or
L2: 10+20 units tested: Acceptance value < 15.0
and all units are within the following limits:

All single values = (1-L2 % 0.01) x M

All single values < (1+L2 % 0.01) x M

Llis15.0andL2is 25.0
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Dr.

Falk Pharma GmbH

IIpemapar:
Product:

Howmep cepum:
Batch No.:

Jlata mpou3BOACTRA:
Manufacturing date:

I'oneH no:
Expiry date:
IIpom3Boaurens:
Manufacturer:

Pacdacosano/ynakosano:
Packed/Packaged:

Cepruduxar ananusa
Certificate of Analysis

VYpcodanbk, kancyist mo 250 Mr
Ursofalk 250 mg Capsules
A350472

13.09.2025

09.2030

Anndamen @apbun Apuuaiivurrens I'm6X, 37081 Terruren, Iepmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Anndamen Qapdun Apruaiivurtens I'M6X, 37081 Ietruren, Tepmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tecer* / Test*

Crneundurxaunsa** / Specification**

PesyawTaT / Result

Ph.Eur.)

IMoanuaHOCTS / Identity Bpema yepuBaHHs OCHOBHOTO [TMKA HA XPOMATOTpaMMe COOTBETCTBYET
(BOXX ¢ 1MOAHO-MaTPHYHBIM | HCTIBITYEMOTO PACTBOPA JIOJKHO COOTBETCTBOBATE BPEMEHH
nerexruporanneM uin BOJXKX ¢ | ymepixuBaHus OCHOBHOTO MAKa YPCOAE30KCHXOJIEBOH KHCIOTHI
pedpaxToMeTpHUSCKHM Ha XpOMaTorpaMMe CTaHIapHOTO PacTBOpa
nerextupoBaaueM / HPLC-DAD | ypcone30KCHXOMEBOH KHCIOThI
or HPLC-RID) The retention time of the main peak on the chromatogram of the lest solution conforms
should correspond to the retention time of the main ursodeoxycholic acid peak
in the chromatogram of the ursodeoxycholic acid standard solution.
PoacrBeHHbIe mpumecu / XEHO/Ie30KCHX0NIeBasA Kucnora - ve 6onee 1,0 % <0,05 %
Related substances Chenodeoxycholic acid Not more than 1.0 % <0.05 %
(BIKX ¢ JTUTOXOJIEBasd KACIOTa - He Oonee 0,1 % <0,05 %
pepaKkToMeTpHIECKIM Lithochelic acid Not more than 0.1 % <0.05%
nerextupoBanueM / HPLC-RID)
mobas npyras HeCIeIUPHUIMPOBAHHAN e{MHHYHAA IPHMECh - <0,05 %
He 6onee 0,1 %
Any individual unidentified impurity Not movre than 0.1 % <0.05%
cyMMa npumMeceit - He Oonee 2,0 % <0,05 %
Total impurities Not more than 2.0 % <005 %
KosmmuecTeennoe onpegenenne | B 1 kancyne gomkHo copepxarses ot 237,50 no 262,50 mr 248,24 mr
/ Assay (95 — 105 % oT 3asBIEHHOTO KOJIHYECTBA)
(BB)KX ¢ JUOIHO-MaTPHYHBIM 237.50 - 262.50 mg/capsule 248.24 mg/ecapsule
netexTHpoBanmeM win BOKX ¢ (95— 105 %) of the amount claimed
pedpakToMeTPUUCCKUM
nerexruposanuem /| HPLC-DAD
or HPLC-RID)
PacTBopenue / Dissolution He menee 70 % (Q) C24H4004 (ypcoge30KCHXOIEBOl KUCIOTH) 80 %
(BOXX / HPLC) gepes 60 MUH.
Not less than 70% (Q) C24H Oy (ursodeoxycholic acid) in 60 min. 80 %
Mukpoduosiornueckas O6miee yKcio aspobHEIX MUKpoopranmsMoB < 103 KOE/r <50 KOE/r
yncroTa / Microbial TAMC < 1(P cf'g <50 cfurg
enumeration test OG1uee YHCIO JPOKIKEBBIX U TUIECHEBHIX TpHOoB < 102 KOE/T <5KOETr
(I'® P® xareropus 3A, Win TYMC < 10° cfivg <3 ofug
Esp.®. / SP RF, category 34 or E.coli: momxHET oTCyTCTBOBaTL B 1 T Or
E.coli: absent/g Og
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Dr.

Falk Pharma GmbH

Cepruduxar ananuia

Certificate of Analysis

Ipenapar: Vpcodanek, kancymsl mo 250 mr
Product: Ursofalk 250 mg Capsules
Homep cepun: A350472
Batch No.:
Jlata npou3BOACTBA: 13.09.2025
Manufacturing date:
I'onen no: 09.2030
Expiry date:
IIpomseomnTens: Anndamen ®ap6un Apuralimurrens 'm6X, 37081 Ietruren, [N'epMmanus
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
PactpacoBaHo/yIakoBaHO! Annpamen @apdun Apunaiivarrens I'mM6X, 37081 Ierruren, lepmanus
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tect* / Test* Cneunduxanus** / Specification** PesyawTat / Result
YhnakoBka / [pomssoputens: Anndaven @apdun o 25 kancyn B amomunui/TIBX 6nuctep; no 4
Packaging Apunaiimurrens I'm6X, ['epmanus GnMcTepa BMECTE ¢ HHCTPYKLMEH 110 IPHMEHEHUIO B

To 25 kancyn B amomuanit/TIBX Gructep; no 2 1 4 6nucrepa
BMECTE C HHCTPYKIMEH M0 IPHMEHEHHIO B TAYKY KapTOHHYIO ¢
KOHTPOJIEM TIEPBOTO BCKPHITHAL

Manufacturerer allphamed Pharbil Arzneimittel GmbH Germany
25 capsules in aluminum/PVC blister; 2 and 4 blisters with
instruction for use in carton box with first opening control

navKe KAPTOHHOH ¢ KOHTPONEM NEPBOro BCKPBITHA.
25 capsules in aluminum/PVC blister; 4 blisters with
instruction for use in carton box with first opening
control

Mapxuposka /
Labelling

IlepBuunas ynakoBka

Primary packaging

Ha 6nuctepe. Ha pycckoM M aHINIMIICKOM A3bIKaX YKa3BIBAIOT:
TOProBOE€ HAHMEHOBAHHE IPEIapara, IeKapcTBEHHYIO (hopMy,
MHH, nosupoeky.

On a blister in Russian and English indicate: trade name of the
drug; pharmaceutical form; INN of the active substance; strength
Ha Gauctepe, Ha pycckoM si3bike YKA3bIBAIOT: HOMEP CepUK™, CPOK
TOJHOCTH («TOAEH JI0Y), HAMMEHOBAHHE M AIPEC KOMITAHHH-
Bnagenbua PY/mpouspoautens, 0CyMECTRISIOMETO BHIMYCKAIOMKH
KOHTPOJIb KauecTsa,

On a blister in Russian indicate: batch number*, shelf life (“best
before:”); name and address of the company-owner of the
registration certificate/ manufacturer performing batch release
quality control).

Ha 6mvcrepe. Ha naTHHMIE YKA3BIBAIOT: 3HAK O PErHCTPALIH
TOProBOT0 HAHMEHOBAHHSA, JIOTOTHIT KOMNaHWH-BIIACbIA
PY/npou3BoauTe s, 0CyECTRIIOIEr0 BEIMYCKAMMii KOHTPOIIE
KauecTna.

On a blister, in Latin indicate: trade name registration symbol; logo
of the company-owner of registration certificate/manufacturer
performing batch release

Bropuunas ynakoBka

Secondary packaging

Ha xapToHHOMH nmauKe HA PYCCKOM M aHIJIHIICKOM SI3bIKax
YKA3BIBAIOT. TOPTOBOE HAMMEHOBAHHE TIPETIAPATA, IEKAPCTREHHYIO
dopmy.

On carton box in Russian and English indicate: trade name of the
drug; pharmaceutical form.

Ha kapToHHOI navuke Ha pycckoM g3sike ykassisator: MHH, cnoco6
npumenenua («Jlns npuema BHYTpEY), TO3HPOBKY, «OHa Kancyna
COIEPAKHUT: 250 MI' YPCOAe30KCHXOIEBOIH KHCIOTBI, YCIOBHS
XpaHeHHs], YCIOBHA OTIYCKA, KONMMECTRBO Karcyll B YIIaKOBKE,
NPEAYNpPeUTe/IbHbIE HAAMHCH: « XPaHHUTh B HEAOCTYITHOM IS
JeTeH MECTe), HOMEP CepHH*, IaTy H3TOTOBIIEHHHA, CPOK FOJHOCTH
(«ronen 0%), HANMEHOBAHNE 1 aZpec KOMITaHHK-Banensua PY
/MPOM3BOIMTENA, OCYLIECTRISIOMIETO BBIMYCKAIOMINE KOHTPOIE
KaYyecTBa, HOMEP PErHCTPAHOHHOTO VI0CTOBEPEHHS.

IlepButinan ynaKoBKa

Primary packaging

Ha GnucTepe. Ha pYCCKOM ¥ aHTIMHCKOM A3BIKAX
VKa3aHO: TOProBOE HAHMEHOBAHKE TIperapara,
nexapcreeHHas Gopma, MHH, nosuposka.

On a blister in Russian and English indicated: trade
name of the drug; pharmaceutical form; INN of the
active substance; strength

Ha 6iuctepe. Ha pyCCKOM SI3BIKE YKA3aHO: HOMED
CEPHH, CPOK TOAHOCTH («IOACH [0»), HAMMEHOBAHHE
M ajipec KOMIaHuH-BIaaensua PY/npoussoaurend,
OCYIECTBIAIOMETO BBITYCKAIOMMI KOHTPOIb
KauecTsa. .

On a blister in Russian indicated: batch number,
shelf life (“best before:"); name and address of the
company-owner of the registration certificate/
manufacturer performing batch release quality
control).

Ha Gauctepe, Ha TaTHHULE YKA3AHO: 3HAK O
PErHCTPALIMH TOPTOBOTO HAHMEHOBAHKS, JIOTOTHIL
KOMIaHHHU-BIajenbIa PY/mponssoaurens,
OCYIECTRIAIOILETO BBIMYCKAMOMIMIA KOHTPOJIb
KavecTsa.

On a blister, in Latin indicated: trade name
registration symbol; logo of the company-owner of
registration certificate/manufacturer performing
batch release

Bropuunas ynakoska

Secondary packaging

Ha xapToHHO# mauKe Ha PYCCKOM W aHTIMHCKOM
A3BIKAX VKA3AHO: TOProBO¢ HAMMEHOBAHHE
Tipenapara, JeKkapcTeeHHas (opma,

On carton box in Russian and English indicated:
trade name of the drug; pharmaceutical form.

Ha kapTOHHOM NAUKE HA PYCCKOM A3BIKE YKA3AHO:
MHH, cnoco6 npumenenus (« [lna npuema
BHYTPB»), 103HpoBKa, «OJiHA KarCy/ia CONEPKUT;
250 Mr ypcoIe30KCHXO0JIEBOI KHCIIOTEI», YCIOBHS
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Dr. Falk Pharma GmbH

ITpenapar:
Product:

Howmep cepum:
Batch No.:

JlaTta mpoH3BoICTRA:
Manufacturing date:

T'ogeH no:
Expiry date:

[Ipouzeoaurens:
Manufacturer:

Pacdacosano/ynakosaHo:
Packed/Packaged:

Ceprunduxar ananusa

Certificate of Analysis

Vpeodansk, karcyssl mo 250 mr
Ursofalk 250 mg Capsules
A350472

13.09.2025

09.2030

Amnpamen @apoun Apnraiimurtens I'mM6X, 37081 Terruren, I'epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Anndamen @apdun Apunaiivurrens I'mM6X, 37081 Tetraren, [epmanus

Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Tect™ / Test*

Cnennduxanus** / Specification™*

PesyabTat / Result

On carton box in Russian indicate: INN; route of administration
(“For oral administration"), dosage, content of the active substance
in I capsule in mg: "“One capsule contains: ursodeoxycholic acid
250 mg"; storage conditions; dispensing requirements; number of
capsules in the package; cautionary warnings: “Keep out of reach
of children!”, batch number*, manufacturing date; shelf life (“best
before: "), name and address of the company-owner of the
registration certificate/manufacturer performing batch release;
registration certificate number.

Ha KapTOHHO# MauKke NONONHUTEIBEHO YKa3bIBAIOT: JIOFOTHII
KOMIaHHH-BJajielb1a PY/iipousBoauTens, 0Cy meCTBIsIOMET0
BBIMY CKAIOMMH KOHTPONIb KauecTsa (Ha NTaTHHHLE), 3Hak 0
PerucTpalyy TOProBoro HaMMEeHOBAHHA (Ha JIATHHHILE), IITPHX KOJI,
rpadmueckuii cHMBON, 0G03HAYAIOIHIT OPraHEl, HA KOTOPEIE
HANPABNEHO JISHCTBHE IEKAPCTBEHHOIO CPE/ICTBA,
IPOH3BOACTBEHHEIE KOJIBI /1A YIAKOBOYHOIO MaTEpHANA.

On carton box additionally indicate: logo of the company-owner of
registration certificate/manufacturer performing batch release (in
Latin), trade name registration symbol (in Latin), barcode, graphic
symbol designating the organs to which the action of the drug
product is directed; production codes for packaging material.

Jina ueneii MOHMTOPHHTA JBHIKEHNA JIEKADCTEEHHBIX MPENIAPATOR
ykaseisatoTea GTIN, SN (cepuitHbIi# ro6aabHbI
HAECHTH(DUKAIMOHHBIH HOMEP TOPrOBOH eMHHIEI) METOA0M
THROrpadeKoil NevaTH Kk METOOM TIEYATH HA MATepHANLHEI
HOCHTENb (3THKETKY), HE JOMYCKAIOLHM OTIENEH S
MaTepPUaNbHOTO HOCHTEIs1 OT YNAKOBKH JIEKapCTBEHHOTO Npenapara
6€3 MOBPEKIEHHIH.

For the purposes of monitoring the movement of medicinal products
are to be indicated: GTIN, SN (serialized global trade item
identification number) by a typographical printing method, or by
printing on a material carrier (label) that does not allow the
separation of the label from the product packaging without damage.
* TIpn mepeynakoBKe MPemapara ¢ ueibio ofecrnedenus
TNIPOCIIENHBAEMOCTH K HOMEPY CEPHH, HRHOCHMOMY HA BTOPHUHYIO
YMAKOBKY, ROy CKaeTcs fAobapneHne Huppo-6yKBEHHEIX CHMBOJIOB,
B CBA3H C YeM HOMEP CEPHH Ha NePBHYHOM/BTOPHHHOM YIAKOBKE
MOXET OT/IMYATECs Ha 100aBneHHbIE HUDPO-OYKBEHHBIE CUMBOJIbI,
* In case of product repacking, in order to ensure traceability, it is
allowed to add alphanumeric characters to the batch number
indicated in secondary packaging so the batch number on the
primary/secondary packaging may differ by the added
alphanumeric characters.

XPaHEHH, YCIOBHA OTIMYCKA, KONMYECTRO KATCy . B
YIAKOBKE, NPEIyNPeAHTENbHBIE HAIUCH;
«XpaHuTh B HEAOCTYITHOM JUIA JeTeif MecTey, HoMep
CEPHH, JaTa W3rOTOBIEHHS, CPOK FOOHOCTH («TojeH
JI0%), HAMMEHOBAHHE M AZIPeC KOMITAHH-BIA/IENBIA
PY /mpoussoauntens, oCymecTsIAIOMEr0
BEINYCKAIOMMH KOHTPONb KA4ECTBA, HOMEP
PETHCTPALIMOHHOTO YIOCTOBEPEHHA.
On carton box in Russian indicated: INN; route of
administration (“For oral administration”), dosage,
content of the active substance in I capsule in mg:
“One capsule contains: ursodeoxycholic acid 250
mg”; storage conditions; dispensing requirements;
number of capsules in the package; cautionary
warnings: “Keep out of reach of children! ", batch
number, manufacturing date; shelf life ("best
before: "), name and address of the company-owner
of the registration certificate/manufacturer
performing batch release; registration certificate
number.
Ha xapToHHOH nayke JOMONHATENLHO YKA3AHO!
JIOTOTHIT KOMNaHWU-Bagenbua PY/nponseomrens,
OCYIIECTBIIAIOMIETO BBINYCKAIOIAH KOHTPOJIb
KauecTsa (Ha TaTHHMIE), 3HAK O PErHCTPAIHA
TOProBOr0 HAMMEHOBAHKA (Ha TATHHHULIE), [ITPHX
Koz, rpapudeckuii cUMBOI, 0603HAYARO MM
OpraHbl, Ha KOTOPHIE HAMPABICHO HCHCTBHE
NIeKApCTBEHHOTO CPEACTBA, IPON3BOACTBEHHbIE
KOJIB1 717151 YNIAKOBOUHOTO Marepuana,
On carton box additionally indicated: logo of the
company-owner of registration
certificate/manufacturer performing batch release
(in Latin), trade name registration symbol (in Latin),
barcode, graphic symbol designating the organs to
which the action of the drug product is directed;
preduction codes for packaging material,
LUt neneli MOHMTOPUHTA JIBIKEHNUS JIEKAPCTBEHHBIX
npenaparos yxkazano GTIN, SN (cepuiinbiit
rnoGanbHeI HISHTHOHKALHOHHEI HOMEp TOpPTroBoii
€TUHHLIBI),
For the purposes of monitoring the movement of
medicinal products are indicated: GTIN, SN
(serialized global trade item identification number).
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Dr. Falk Pharma GmbH

Cepruduxar anaansza

Certificate of Analysis

[penapar: Vpcodanbk, kancynsl mo 250 Mr
Product: Ursofalk 250 mg Capsules
Homep cepun: A350472
Batch No.:
Jara npousBoCTRA: 13.09.2025
Manufacturing date:
Topen no: 09.2030
Expiry date:
ITpousBoAKTENE: Ajupamen ®apdun Apunaiimurrens I'mGX, 37081 etruren, [epManus
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany
Pacdacopano/ynakoBaHo: Annpamen ®apdun Apunaiimurrens I'mOX, 37081 etruren, [epManus
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Teer* / Test* Cneuuduxamua®* / Specification** PesyanTtat / Result
Xpanenne / IIpu Temneparype He Bhinre 25°C. ITpu TeMnepatype He Bbile 25°C.
Storage conditions | Temperature not more than 25 °C. Temperature not more than 25 °C.
Cpoxk roasocTH / 5 met CootetcTBYET
Expiry date 5 years conforms

* Cepuiki Ha MeTONMKH AelicTByiomiero m3nanua I'® P® mpHBeNeHBI Ul KOHTPOJSN KayecTBa JEKAPCTBEHHOIO
npernapata Ha Tepparopun P@®. Ha npeinpuaTHH HCIBITAHHA W/HIH HHTEPIPETALHs Pe3y/LTATOB IPOBOIMTCH B
COOTBETCTBUH TpeboBaHHAME EBp.®D. Wil METOIMK KOMITAHUH

(References to the procedures of the National Pharmacopeia of the Russian Federation are given to control the quality of the
medicinal product in the territory of the Russian Federation. The manufacturer carries out the analysis and/ or interprets the results
in accordance with the requirements of the Ph. Eur., or in-house methods).

** [NokasaTeny, HOPMBI H/HIIH PeJaKiys HOPM, NPHBEICHHBIE B JaHHON crieuUKAIMH, MOTYT OTIHYATECA OT
cepTauKaTa aHAIIN3a NPOM3BOUTENS B CBA3H C OTIMYHEM CreH(HKALMHA IPOU3BOIUTENS OT IPHHATEIX B PD
TpeOoBaHHH K CTaHIAPTH3ALME JaHHOM JIEKAPCTBEHHON (pOpPMBI

(The parameters, normal range and/or version of normal range given in this specification may differ from the manufucturer's

certificate of analysis due to the difference in the manufacturer’s specification from the requirements for standardization of this dosage
Jform adopted in the Russian Federation).

3aKmroueHue; Ob6pas1e! npenapaTa BbLICPKHUBAIOT HCIILITAHHSA B COOTBETCTBHH ¢ TPeGOBAHMAMU
HOpMaTHBHOTO JokymeHTa IT NO14714/01-120521, H3m. Ne 1-4.
Conclusion: The samples of product pass the tests in accordance with the requirements of regulatory document P°

NO14714/01-120521, rev. to ND No. 1-4.

Pe3yIbTaTsl COOTBETCTBYIOT CIIELUMGHKAIIHIL
The results meet the specification.

[pymevarms: He npumenumo

Remarks: n/a Dr. Thomas Uhimann
Qualified Person

Hara u noanuce:
Date and Signature:

; Dr. Falk Pharma GmbH
( B@ Leinenweberstr, 5

79108 Freiburg i. Br,, Germany
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Dr. Falk Pharma GmbH

Ceprudukar Ha BbINYCK CepUH

Batch Certificate

HazBanne npoayKTa, 103UpPOBKa,
JekapcreenHas (popma:
Name of product, strength, dosage form:

MHH (INN):

IlpoussoanTens API:
Manufacturer of API:

Homep cepuu papManeBTHIECKOH
cydcTamumu:
Batch number of API:

Pazmep M THN YNaKOBKH:
Packaging size and type:

Crpana-uMuoprep:
Importing couniry:

Homep perncTpauHoHHOIO Y10CTOBEPEHUSI:
Marketing authorisation number:

Homep cepun u 00beM naprum:
Batch number and size:

JaTa npon3BoacCTBa:
Date of manufacture:

Cpok rogunoctn:
Expiry date:

IIpousBoacTBEeHHBIH YY4aCTOK:
Manufacturing site:

CepTuhuKaT COOTBETCTBHS NPOU3BOIUTENN
TpeboBanuam GMP:
Certificate of GMP Compliance:

KommenTapun:
Comments:

3asiBneHHe 0 cepTHPHKANHM:
Certification statement:

Ypcodansk 250 Mr Karncysbl
Ursofalk 250 mg capsules

Vpcoae3okcHxoneras KHCI0Ta
Ursodeoxycholic acid

HYE C.I1A./ Bazamymuo / Mramus
ICE S.P.A. / Basaluzzo / Italy

2025050260 ; 2025050261

Kancynsr 25 mt. — Guicrepst (4 wT.) - navyka KapToOHHAs
(100 kancyur)

Capsules 25 pcs. - blisters (4 pcs.) - carboard box (100
capsules)

Poccus
Russia

IIN014714/01
P N014714/01

A350472 (11013 ynakoBok)
A350472 (11013 packages)

13.09.2025
09.2030

Allphamed Pharbil Arzneimittel GmbH/ Anndamen
®apbun ApuHaiMuaTTens I'MO6X

Hildebrandstrasse 10-12/ Xunsae6panmmrpacce 10-12
37081 Gottingen/ 37081 I'ertunren

Germany/ I'epmanus

DE_NI_01_GMP_2025_0002 (Asupamen / Allphamed)

Cwm. npunaraemMsrii ceprudukar aHamsa
See CoA attached

51, HKeTIoIMICaBIIMIICA, IOATBEPIKAA0, YTO BhIISTPUBEICHHAA HHOOPMALUA ABJISETCA JOCTOBEPHOH U
TO4HOM. JlaHHas cepus MpoAyKIHK ObLila IPOH3BE/IeHA (BKITIOHAsA YIAaKOBKY/ MAPKUPOBKY) U MPOBE/IEH
KOHTPOJIb €€ Ka4€CTBA Ha BBIIIE YIIOMSHYTEIX POU3BOICTBEHHBIX Y4AaCTKAX B IIOJIHOM COOTBETCTBHH C
Tpebopanusmu Hanesxameit npouseoacTeerHo# npakTuki (GMP), yCTaHOBJICHHBIMHA MECTHBIM
PEryJISTOPHBEIM OPraHoM, a TakXKe COOTBETCTBYET TPeOOBaHUAM, YCTAHOBICHHBIM NPH €ro roCyAapCTBEHHOMN

peructpaiu B PO,

Master URC 250 mg 50 100 RU
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Batch number: A350472



Dr. Falk Pharma GmbH

I, the undersigned, certify that the above information is true and correct. This batch of product has been
manyfactured (including packaging/labelling) and controlled at the above production sites in full compliance
with the requirements of Good Manufacturing Practice (GMP) established by the local regulatory authority,
and also complies with the requirements established during its state registration in the Russian Federation.
IIpoTokonbl TPOM3BOZICTBA, YIIAKOBKH W aHATH30B OBUTH IIPOBEPEHBI U YCTAHOBJICHO HX COOTBETCTBHIE
tpebosannam GMP u TpeGoBaHHAM, YCTaHOBJICHHBIM [IPH €TI0 TOCYJApPCTBEHHON PErHCTPALIHIL,
COZIEPIKALIMMCS B PETMCTPAIIMOHHOM J0ChE CTPaHBI-MMIIOPTEpA.

The production, packaging and analysis protocols have been checked and found to comply with the GMP
requirements and the requirements established during its state registration, contained in the registration
dossier of the importing country.

Mara u noamics: Ds. Thomas Uhimann
Date and Signature: Qualified Person

=] Dr.Falk Pharma GmbH
C)}fé}?ﬁ) Leinenweberstr. 5 )
75108 freiburg i. Br., Germany
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