Dr. Falk Pharma GmbH

ITpenapar:
Product:

Homep cepuu:
Batch No.:

Hara npoussopcTea:
Manufacturing date:

T'onen no:
Expiry date:
ITpon3BoauTels:
Manufacturer:

PacdacoBano/ynakosamo:
Packed/Packaged:

Ceprudukar ananusa
Certificate of Analysis

Ypcodanbk, Karcyins mo 250 Mr
Ursofalk 250 mg Capsules
A357613

16.11.2025

11.2030

Anndamen ©apbun ApunaiiMurtens I'm6X, 37081 Terruren, I'epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Anndamen ®apbun Apunaiimurrens ['M6X, 37081 Terruren, lepmas
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Tecr™ / Test*

Cneunduranus** / Specification**

Pesyabrar / Result

Onucanne / Appearance

Trep/ipie, HETPO3PaUHbIE HKEIATHHOBBIE KATICY IThI
NeO; kprimeuka 6enoro usera, Kopiyc 6emoro
upeta. CofiepKUMOe Karicy bl — MOPOIIOK HITH
rpayIsl enoro mBeTa.

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

Teepnsie, Henpo3paumHbie
JKENNATHHOBEIE KaricyJisl NeQ;
KpbILIeyKa 6eIoro HBeTa, Kopnyc
oenoro ngeta. Comep:kumMoe
Karcyisl rpaHyibl 6e10T0 IBeTa.

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

Cpennsis Macca KancyJbl d
OJHOPOIHOCTE MO Macce /

Cpeonss macca:
Average weight

Average weight and 313,5 — 346,5 Mr (img) (330,0 MT (ing) & 5 %) o
uniformity of weight 313.5—346.5 mg (330 mg + 5 %) A mg
(I'® PO / SP RF) Odnopodrocme no macce:
Uniformity of weight
He MeHee 18/20 kancyn He Gomee =+ 10 % 20/20
He Oonee 2/20 xamncyn He Gomee + 25 % 0/20
18/20 capsules not more than + 10 % 20/20
2/20 capsules not more than =25 % 0/20
OaHoponHocTh AV10 enunun npenapara (kancyn) < 15,0 (L1) 4,5
Aosuposauus / Uniformity | i AV30 exunun npenapara (kancyn) < 15,0
of dosage units (L1) » HE 0fHOTO 3HAYCHHS HHAMBHLYAJILHOTO
(EBp.@. ymu I'® PO, criocod | conepikanms B OGO eMHuLE NpenapaTa,
2/ Ph.Eur. 2.9.40 or SP RF, | xotopoe 6110 651 Meree yem (1 — L2 x 0,01)M u
method 2). Gonee wem (1 + L2 x 0,01)M.L1 pasno 15,0 u L2
pageHoO 25,0.
L1: 10 units tested: Acceptance value =15.0 or 45

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

All single values = (1-L.2 = 0.01) < M

All single values < (1+L2 * 0.01) x M
Llis15.0andL2is25.0
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Dr. Falk Pharma GmbH

IMpenapar:
Product:

Homep cepum:
Batch No.:

Hara npon3BoacTBa:
Manufacturing date:

I'onen mo:
Expiry date:
INpouseonurens:
Manufacturer:

PacdacoBano/ynakorasro:
Packed/Packaged:

Ceprudukar ananusa
Certificate of Analysis

Vpcodansk, Kancyisl mo 250 Mr
Ursofalk 250 mg Capsules
A357613

16.11.2025

11.2030

Anndamen @ap6un ApnHaiimurTens I'm6X, 37081 Tetruren, Iepmanns
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Anndamen ®apbun Apunaiimurrens 'M6X, 37081 Tetruren, epmanns
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tect* / Test*

Cneunduranus®* / Specification®*

PezynbtaT / Result

Ph.Eur.)

HopnunnocTs / Identity Bpewms ynepxuBanus OCHOBHOTO IHKA Ha XpPOMATOrpamMMe COOTBETCTBYET
(BOXX ¢ m1oHO-MaTPHUHBIM | HCTIBITYEMOTO PAacTBOPA JOKHO COOTBETCTBOBATE BpPEMEHH
ACTCKTHPOBaHHEeM HITH BOJKX ¢ | yaepxuBaHUs OCHOBHOTO MHKA YPCOIE30KCHXONEBOH KHCTIOThI
pedpaKTOMeTPHIECKAM Ha XpOMAaTOrpaMMe CTaHIapHOTO pacTBopa
nerekrupoBanueM / HPLC-DAD | ypcone30oKCHXONEBOi KACJIOThI
or HPLC-RID) The retention time of the main peak on the chromatogram of the test solution conforms
should correspond to the retention time of the main ursodeoxycholic acid peak
in the chromatogram of the ursodeoxycholic acid standard solution.
PoncrBeHHbie npuMecH / XEHOJIE30KCHX0JleBas KucioTa - ue 6onee 1,0 % 0,1 %
Related substances Chenodeoxycholic acid Not more than 1.0 % 0.1%
(BOXX ¢ JIATOXONIEBAA KHCIOTa - He Gomee 0,1 % <0,1 %
pedpakToMeTpHYCCKIM Lithocholic acid Not more than 0.1 % <0.1%
netextuposanueM /| HPLC-RID)
mobas pyrad Heciel(pULIAPOBAHHAS SIHHUYHAS IPUMECH - <0,1 %
He Gonee 0,1 %
Any individual unidentified impurity Not more than 0.1 % <0.1%
cyMMa IpuMeceii - He 6onee 2,0 % 0,1 %
Total impurities Not more than 2.0 % 01%
Kommyecrsennoe onpeenenne | B 1 kancyine 10/mkHO0 conepxkatbes ot 237,50 mo 262,50 Mr 244 .97 mr
/ Assay (95— 105 % 0T 3asBJIEHHOIO KOJIHMYECTBA)
(BIXKX ¢ muo, JHO-MaTPHAIHEIM 237.50 - 262.50 mg/capsule 244.97 mg/capsule
neTexTHpoBanHeM 1M BOKX ¢ (95— 105 %) of the amount claimed
pedpakToMeTpHYCCKEM
JerextuporanueM / HPLC-DAD
or HPLC-RID)
Pacreopenue / Dissolution He menee 70 % (Q) C24H40O4 (ypcone30KCHXOIEBOI KHCIOTEI) 92 %
(BOXX / HPLC) 4epes 60 MuH.
Not less than 70% (Q) C24H 4Oy (ursodeoxycholic acid) in 60 min. 92 %
Muxpobnonoraieckasn OGmiee yncio aspodHEIX MUKpooprankmsMoB < 103 KOE/r <50 KOE/r
ynerora / Microbial TAMC < 1P cfu/g < 50 cfu/g
enumeration test Ob1iee 9mCI0 NPOOKEBBIX W IUIECHEBIX rprbor < 102 KOE/r <5 KOE/r
(I'® PD kareropus 3A, wm TYMC < 10° cfig <3 ofug
Esp.®. / SP RF, category 34 or | E-coli: nomkuer otcyreTBoBath B 1 1 Or
E.coli: absent/g Og
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Dr. Falk Pharma GmbH

Ipemnapar:
Product:

Howmep cepuu:
Batch No.:

Mara npon3BoacTBa:
Manufacturing date:

Tlonen mo:
Expiry date:

IMpouseoauTeNh:
Manufacturer:

Pactacosano/ynakosano:
Packed/Packaged:

Cepruduxar ananusa

Certificate of Analysis

Ypeodansk, kancynsl mo 250 mr
Ursofalk 250 mg Capsules
A357613

16.11.2025

11.2030

Anndamen ®apoun Aprnaiivurrens I'M6X, 37081 Tetruren, I'epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Amndpamen @apoun Apusaiimurrens 'M6X, 37081 Terruren, ['epmanus

Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Tect* / Test*

Cneundurannsa®* / Specification**

PesynbTaTt / Result

Ynakoeka /
Packaging

Hpouspourens: Amndaven PapGun

Apunaitmurrens I'm6X, I'epmanns
[lo 25 xancyn g amomuaui/[1BX Gnuctep; no 2 u 4 Guucrepa

BMECTE C HHCTPYKIHEif 10 NPHMEHEHHIO B MIAYKy KapTOHHYIO ¢
KOHTPOJIEM TIEPBOTO BEKPBITHS.

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

Io 25 xancyn s anromuanii/[IBX Gnuctep; mo 4
BMcTepa BMECTE ¢ HHCTPYKIIHEH 110 NPUMEHEHHIO B
NayKe KAPTOHHOH C KOHTPOJIEM NEPBOTO BCKPHITHS.
25 capsules in aluminum/PVC blister; 4 blisters with
instruction for use in carton box with first opening
control

Mapkuposka /
Labelling

IlepBuyunan ynakopka

Primary packaging

Ha 6imcrepe, Ha pycckOM H aHrNUECKOM A3BIKAX VKA3LIBAIOT:
TOProBoe HAHMEHOBaHKE TPEMNapara, JIeKapCTBEHHYIO opMy,
MHH, nosupoeky.

On a blister in Russian and English indicate: trade name of the
drug; pharmaceutical form; INN of the active substance; strength
Ha Gnmctepe, Ha pycCKOM A3BIKE YKA3BIBAIOT: HOMED CEPHUH*, CPOK
TOAHOCTH (€FOJIEH JI0%), HAMMEHOBAHHE H APec KOMIAHHH-
BIIanensua PY/npousoguTes, OCYIECTRIAIOMET0 BEITYCKAIONIHI
KOHTPOJIb KaYecTBa.

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 baich release
quality control).

Ha Gnucrepe. Ha TATHHHLE YKA3BIBAKOT: 3HAK O PErHCTPALHH
TOProBOIro HAMMEHOBAHMA, TOTOTHIT KOMITAHHH-BAAAEIBIA
PY/npou3soure i, OCYIECTRBAMOMIETO BBITY CKAIOLUI KOHTPOIE
KauecTsa.

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

Bropuuxas ynakoBka

Secondary packaging

Ha kapTonHoii nauke va pyccKOM M AHITHICKOM A3BIKAX
YKa3bIBAOT: TOPTOBOE HAMMEHOBAHME MPENapaTa, NEKAPCTBEHHY 10
dopmy.

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

Ha xapToHHOI Navke Ha PyCccKOM a3bIke VKaspisaor: MHH, erocof
npumeHeHHs («[lis nprema BHYTPEY), 103MPOBKY, «OHa Kancyna
comepxuT: 250 Mr ypcoe30KCHXONEBON KHCIOTHLY, YCIOBHS
XpaHCHHA, yCHOBHA OTIYCKa, KOJMYECTBO KACyJl B YIIAKOBKE,
TpeAyNpeIuTeIbHbIE HAMNHCH: « XPaHHTh B HEJOCTYITHOM I
IeTel MecTe», HoMep Cepuu™, 1aTy H3rOTOBIEHHS, CPOK FOJHOCTH
(«rofien no»), HAMMEHOBAHKE W A/[PEC KOMITAHHK-BIafeba PY
/TPOUM3BOIHTENA, OCYIIECTBIAIOIIETO BBINYCKAOUIM KOHTPONE
KayecTBa, HOMEp PErHCTPAIMOHHOIO YAOCTOBEPEHHS.

IlepBuunas ynakoska

Primary packaging

Ha Gnucrepe, Ha pycckoM M aHIIHACKOM S3bIKax
YKa34aHO: TOProBOE HAMMEHOBAHHE NPEnapara,
nexapcTBenHas (opma, MHH, no3upoeka.

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

Ha Gnuctepe, Ha PYCCKOM A3BIKE YKA3AHO: HOMED
CEPHH, CPOK FOIHOCTH (KrOJICH J0%), HAHMEHOBAHHE
H azipec KoMnaHuH-Biazensua PY/mpousgonurens,
OCYIIECTBIAOIIErO BHITYCKAIOLIMIT KOHTPOIh
Kayecrsa.

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 Gnucrepe, Ha naTHHHLE VKA3aHO: 3HAK O
PErHCTpaLKy TOProBOT0 HAMMEHOBAHHS, JIOTOTHII
KoMmaHuu-Bliajienbua PY/nponssonurens,
OCYHIECTBIEA0IIETO BBITYCKAOMIHIT KOHTPOIIb
KauecTBa.

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

Bropuynas ynakoska

Secondary packaging

Ha kapToHHOIli auke HA PycCKOM U aHCIHMHCKOM
A3BIKAX YKA3aHO: TOPrOBOE HAUMEHOBAHHE
pernapara, leKkapceTeHHas (opma.

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

Ha xapToHHOH mayke Ha pYCCKOM AI3BIKE YKA3AHO:
MHH, cnoco6 npamenenus (« /(s npuema
BHYTPE®), T03UPORKA, «OHA Kancya CoAepIKuT:
250 Mr ypeo1e30KCHXOTICBOH KHCIIOTBD?, YCIOBHS
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Dr. Falk Pharma GmbH

Ipenapar:
Product:

Homep cepuu:
Batch No.:

Jata npousBojcTBa:
Manufacturing date:

Tonen no:
Expiry date:

IIponseoauTens:
Manufacturer:

Pactacorano/ynakosaso:

Packed/Packaged:

Ceprudukar ananusa

Certificate of Analysis

Vpcodanek, kancyist o 250 mr
Ursafalk 250 mg Capsules
A357613

16.11.2025

11.2030

Anndamen ®apbun Aprmatimurrens Im6X, 37081 Ierrurew, I'epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Annamen ®apbun Apunaiivurrens I'm6X, 37081 Ierrures, I'epmanua

Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tecr* / Test*

Crnemnduxauus** / Specification™*

PesynesTar / 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#f mavke JONONHUTENBHO YKA3hIBAIOT, JIOTOTHIT
KOMIaHHH-BIAJEbIA PY/npousBoauTens, oy ecTBIm0mero
BBITTY CKAOLUHIT KOHTPOME KayecTsa (Ha NATHHHIE), 3HAK O
PErHCTPALIME TOProBOro HANMEHOBAHHS (Ha IATHHHMIR), ITPUX KO,
rpauyeckuii cuMBoJ1, 0603HAYAIOMMIT Opraukl, Ha KOTOpBIE
HanpaBIIeHO JIGHCTBUE JIEKAPCTBEHHOTO CPE/ICTRa,
TIPOU3BOJICTBEHHBIC KOMBL 11 Y IAKOBOYHONO 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,

Jlns Ueneit MOHHTOPHHTA IBHIKCHHS NIEKAPCTBEHHBIX NPENApaTOR
yxaspisatoTes GTIN, SN (cepuiinslii rioGansHE
HICHTH(PHKAUMOHHBIH HOMEp TOPTOBOH €IMHMLIBI) METOIOM
THNOrpafcKoil newaTH MM METOIOM MEYaTH Ha MaTepHaLHbII
HOCHTENE (ITHKETKY), HE JIOMYCKAIOMINM OTAENCHHS
MATEPHATEHONO HOCHTEIA OT YNIAKOBKH JIEKAPCTBEHHOTO TIpenapara
6e3 MoBpeKIeHHIT.

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 ailow the
separation of the label from the product packaging without damage.
* IIpu nepeynakoBKe NPENapaTa ¢ LeTbio 00eCHeueHH s
TIPOCHEKNBACMOCTH K HOMEPY CEPHH, HAHOCHMOMY Ha BTOPHYHYIO
YHAKOBKY, Aomyckactea gobapienne wippo-GYKBEHHBIX CHMBOJIOE,
B CBA3H C YeM HOMED CEPHH Ha NePBUHHOI/BTOPHUHOI YIIAKOBKE
MOKET OTIHYATHCA Ha J00aBneHHbIe LH(PO-OYKBEHHBIE CHMBOIBI.
* 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.

XPAHEHHS, yCIOBHA OTIYCKA, KOJNHYECTBO KANCYN B
YIAKOBKE, [PEAYIIPEAUTENBHEIE HANITHCH,
«XpaHuTb B HEAOCTYNHOM IU1A JAETEH MECTE», HOMEp
CepHH, JIaTa M3TOTORNEHHA, CPOK TOAHOCTH («roJeH
JI0»), HAUMEHOBAHNE H AAPEC KOMIAHUH-BIATEIbLA
PY /mpom3BojuTes, OCYIECTBIAIOMErO
BBITYCKAIONAE KOHTPOIb KAYECTBA, HOMED
PErHCTPAUHOHHOTO YAOCTOBEPEHHS.

On carton box in Russian indicated: INN; route of
administration (“For oral administration”), dosage,
content of the active substance in 1 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! Mauke A0NONHWTEIBHO VKA3AHO:
JIOTOTHIT KOMTTAHHK-Baaenbua PY/mponssoaurens,
OCYINECTBISIIOLIETO BHIMYCKAIOMMI KOHTPONL
KauecTsa (Ha IATHHHLE), 3HAK O PETHCTPALHH
TOPTOBOr0 HAWMEHOBAHHA (Ha JIATHHHLIE), LITPHX
Koz, rpadyueckuii CUMBOIN, 0603HAYAKOITHET
OpraHbl, Ha KOTOpbIe HATIPABICHO JeHCTBHE
JIEKAPCTBEHHOTO CPE/ICTBA, IIPOM3BOACTBEHHBIE
KOJIbI JIJIsl YIAKOBOYHOIO MaTEPHANA.

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:
production codes for packaging material.

LA teneii MOHUTOPHITA IBHIKEHUS EKAPCTBEHHBIX
npenaparos ykaszano GTIN, SN (cepuiinniii
r0GanbHEI HACHTHHUKAIHOHHEIN HOMEP TOProBOj
€IHHMIIBI),

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

Ceprudukar ananuza

Certificate of Analysis

Ipemnapar: Vpeodanpk, kancymnst no 250 mr
Product: Ursofalk 250 mg Capsules
Howmep cepuu: A357613
Batch No.:
Hara npousBojcTBa: 16.11.2025
Manufacturing date:
lonen no: 11.2030
Expiry date:
Ipomseoaurens: Anndamen ®ap6un Apunaiivurrens Tm6X, 37081 Tetruren, I'epmanus
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
PacacoBano/ynakoeaHo: Anndamen Pap6un Apunaiimurrens ['M6X, 37081 [etrrren, Iepmanus
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tect* / Test* Crenudpurxaunsn** / Specification** Pesyawrar / Result
Xpanenue / IIpu TemMnepatype He Bhime 25°C, ITpu Temnepatype ne Boime 25°C.,
Storage conditions | Temperature not more than 25 °C. Temperature not more than 25 °C.
Cpoxk roanocru / 5 net CootgercrByeT
Expiry date 5 years conforms

* CcbUIkM Ha METONMKM JeiCTBYIOmero m3ganus I'd Pd TPUBEAEHBI [IIA KOHTPOJIA KauecTBa JeKapCTBEHHOIO
npenapata Ha Teppuropui PP. Ha npeanpuaTHu McnbITAHHS WHIH HHTEPIpPETALHA PE3yNbTATOB MPOBOIUTCA B
COOTBETCTBHH TpeGoBaHusAMH EBp.D. MK METOMMK KOMIAHMK

(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).

** Tlokasateny, HOPMBI W/ HIIH PEAAKIMA HOPM, NIPUBEACHHBIE B JAHHOM CHeH(HKAINH, MOTYT OTIHYATHCA OT
cepruduKaTa aHaIH3a IPOU3BOJIMTENS B CBA3M C OTIIHYHEM crietuHKAIK TPOHU3BOIHTENS OT MPHHATHIX B PO
TpeGoBaHMii K cTaHIAPTH3ALMA JAHHOM NeKapCTBEHHOI (hopMbI

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

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

3axnmouenue: Obpasip! npenapata BoIAEPKHBAIOT HCIBITAHHA B COOTRETCTBHH C TpeOOBaHHUAMH
HOpMaTHBHOTO Jokymenta [T N014714/01-120521, Usm. 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. -4,

Pe3ylbTaTsl COOTBETCTBYIOT CHEMH(UKALIH.
The results meet the specification.

ITpumedanus: He npumennmo
Remarks: n/a

Dr. Thomas Uhlmann
Qualified Person

Hata u noanucs:
Date and Signature:

Dr. Falk Pharma GmbH
|I Leinenweberstr. 5
b 79108 Freiburg i. Br., Germany
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Dr. Falk Pharma GmbH

Cepruduxar Ha BbInyck cepun

Batch Certificate

Haseanme npoayxra, 103upoBKa,
JexkapcTBeHHAan Gopma:
Name of product, strength, dosage form:

MHH (INN):

Hponzeogurens API:
Manufacturer of API:

Homep cepun hapmaneBTnueckoii
cyOcTranummn:
Batch number of API:

Pazmep u THn ynakoBkn:
Packaging size and type:

Crpana-aumnoprep:
Importing country:

Homep perncrpanmontoro yxocrosepenns:
Marketing authorisation number:

Homep cepun n 06bem maprau:
Batch number and size:

JlaTa npousBoacTsa:
Date of manufacture:

Cpoxk rognocrn:
Expiry date:

IpounsBoacTBeHnbI yuacTok:
Manufacturing site:

CepTH(UKAT COOTBETCTBHS NPOH3BOUTE IS
TpeboBannsim GMP:
Certificate of GMP Compliance:

KommenTapuu:
Comments.

Ypcodansk 250 Mr karcysl
Ursofalk 250 mg capsules

Ypcoaesokcuxonesas kuciora
Ursodeoxycholic acid

HYE C.I1.A. / Basanyiio / Wranus
ICE S.P.A. / Basaluzzo / Italy

2025080361

Kancyser 25 wr. — Grmcrepst (4 mt.) - navka KapTOHHas
(100 xaricyn)

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

Poccus
Russia

I[IN014714/01
P N014714/01

A357613 (11472 ynakoBok)
A357613 (11472 packages)

16.11.2025
11.2030

Allphamed Pharbil Arzneimittel GmbH/ Amidamen
@apbun ApuHaiiMarrens [M6X

Hildebrandstrasse 10-12/ Xunbnedpanmurpacce 10-12
37081 Géttingen/ 37081 I'erTuHren

Germany/ I'epmanus

DE NI 01_GMP_2025_0002 (Anndames / Allphamed)

Cwm. mpuiaraemsliii cepTUhUKAT aHaIH3a
See CoA attached

3anB/eHne 0 cepTHHKATAN:

Certification statement:

S, HIKETIOANMCABIITHICS, OATBEPK/IALO, UTO BBILICTIPUBEICHHAS MHOPMALIAs SBIAETCA TOCTOBEPHOI 1
TOYHOH. JlaHHas cepus Npoykiuu GLUIa IPOU3BEIeHa (BKIOYAs YHaKOBKY/ MApKUPOBKY) U IPOBEJICH
KOHTPOJIb €€ Ka4eCTRA Ha BRI YIIOMSAHY THIX TIPOU3BOJCTBEHHbIX YYaCTKAX B TIOJHOM COOTBETCTRHH C
TpebopanuamMu Haexaineli npouseosncTsennoii npaktuku (GMP), yCTaHORIEHHBIMH MECTHBIM
PETyJLITOPHEIM OPraHOM, a TAKKe COOTBETCTBYET TPeOOBAHMAM, YCTAHOBIICHHEIM NIPH €10 IOCYIAPCTBEHHOI
perucTpauuu B PO,

Master URC 250 mg_50 100 RU 12 Batch number: A357613



Dr. Falk Pharma GmbH

1, the undersigned, certify that the above information is true and correct. This batch of product has been
manufactured (including packaging/labelling) and controlled at the above production sites in Jull 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,
[TpoToKoibl PON3BOACTBA, YNIAKOBKH M aHATTM30B GBI MPOBEPEHDI M YCTAHOBIIEHO HX COOTBETCTRHE
TpeboBanusiM GMP u TpeGoBaHHAM, yCTAHOBICHHBIM TIPH €0 roCy/TapcTBEHHOMN perucTpanuu,
COZIEPAIIMMCA B PErHCTPALIHOHHOM JIOChE CTPAHBI-UMIIOPTEpA.

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.

Hata u nozmics: Dr. 'I‘i'mg?_a(s\.l Uhlmanmn
Date and Signature: Quall’ ied Person

Dr. Falk Pharma GmbH
|| Leinenweberstr. 5
79108 Freiburg i. Br., Germany

Master URC_250 mg_50 100 RU 2/2 Batch number: A357613



