Dr. Falk Pharma GmbH

IIpenapar:
Product:

Homep cepun:
Batech No.:

[ara npousBozcTsa:
Manufacturing date:

Tonen mo:
Expiry date:
IIpouspogurens:
Manufacturer:

Pacgacosano/ynakosano:
Packed/Packaged:

Cepruduxar ananusa
Certificate of Analysis

Vpcodanbk, kancynsl o 250 mr
Ursofalk 250 mg Capsules
A350477

17.09.2025

09.2030

Anndamen ®apbun Apuuaiimurrens I'M6X, 37081 Tetruren, ['epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Annpamen @apbun Apuuaiivurrens I'M6X, 37081 Tetruren, l'epManus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tect* / Test*

Crnennduranus®* / Specification®*

PesynabTat / Result

Onucanue / Appearance

TBepasie, HENPO3paUHbIE KETATHHOBLIE KallCy bl
NeO; kprinreuka Geroro Lpera, Kopnyc 6exoro
ngeta. CoziepIKHMOe KaICyJisl — IIOPOIIOK MK
rpaHyJiel 6emnoro 1geTa.

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

Teepasie, HEMpO3pauHbIe
XKeJIaTHHOBbIE Kamncyabl NeO;
KpBIIeuKa 6eIoro neeTa, KOpILyc
Genoro upera. Comepxumoe
KarncyJibsl TpaHy bl OeJioro HBeTa.

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

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

Liis15.0and L2 is 25.0

Cpennsin macca kancyibl H | Cpedusia macca:
OJHOPOAHOCTE MO Macce / Average weight
Average weight and 313,5 - 346,5 Mr (mg) (330,0 M (img) 5 %) 3322};5 Mr
uniformity of weight 313.5—346.5 mg (330 mg =3 %) -3 mg
(I'® PO/ SP RF) Oonopodnocms no macce:
Uniformity of weight
He meHee 18/20 kancyn we 6onee + 10 % 20720
He bonee 2/20 xamncyn He Gosee + 25 % 0/20
18/20 capsules not more than = 10 % 2920
2/20 capsules not more than + 25 % 0/20
OnHopoaHOCTH AV10 egunun npemapara (kancym) < 15,0 (L1) 2,8
Aosuposauus / Uniformity | mnm AV30 enuuun npenapata (xarcyn) < 15,0
of dosage units (L1) # HM OJHOTO 3HAYEHHS HHIHBHLYAILHOTO
(Eep.@. unu I'® PP, cnioco6 | copeprkanms B 1000 eIMHNIE penapaTa,
2/ Ph.Eur. 2.9.40 or SP RF, | xoTopoe 6but0 651 MeHee uem (1 — L2 x 0,01)M u
method 2). Gomee yem (1 + L2 x 0,01)M.L1 passo 15,0 m L2
pasHO 25.0.
L1: 10 units tested: Acceptance value <15.0 or 2.8
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Dr. Falk Pharma GmbH

Ceprudukar anaansa
Certificate of Analysis

[Tpenapar: Vpcodansk, kancysl mo 250 Mmr

Product: Ursofalk 250 mg Capsules

Homep cepuu: A350477

Batch No.:

Jara npousBojcTBa: 17.09.2025

Manufacturing date:

TI'ogen no: 09.2030

Expiry date:

IMpoussoauTens: Amnpamen ®apoun Apuuaiimarrens I'M6X, 37081 Terruren, I'epmanns
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

PacdacoBano/ymakoBaHo:

Amnpamen @apoun Apuraiimarrens I'M6X, 37081 Terruren, I'epmanus

Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
Tect* / Test* Cnenndpuranus** / Specification®* PesyabTaT / Result
HopnunnocTs / Identity Bpewms ynepxusania OCHOBHOTO IHKa HA XPOMaTOrpaMMe COOTBETCTBYET
(BOXX ¢ 1MoIHO-MATPHIHBIM | MCIIBITYEMOTO PACTBOPA A0JDKHO COOTBETCTBOBATH BPEMEHH
nerekTapoBanieM Hii BOXX ¢ | yaepxmBanis 0CHOBHOTO TTHKA YPCOIE30KCHXOEBOH KHCIIOTHI
pedpakTroMeTpUUECKIM Ha XpOMaTorpaMme CTaHIapHOTO pacTBopa
netextupoBanneM /| HPLC-DAD | ypcome3oKeuxoeRoil KHCIOTH
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.
PoacrBennsie npumecH / XEHOJE30KCHX0IeBad KUcIoTa - He 6oee 1,0 % 0,1 %
Related substances Chenodeoxycholic acid Not more than 1.0 % 01%
(BIKX c JIMTOXONEBasd KUCIOTa - He Oosnee 0,1 % <0,1 %
pedpakToMeTpHIeCKIuM Lithacholic acid Not more than 0.1 % <01%
netektuposaHueM / HPLC-RID)
mobas apyras HecreNH(PUIMPOBAHHASA ¢AMHHYHAA IPHMECh - <0,1 %
He Oosee 0,1 %
Any individual unidentified impurity Not more than 0.1 % <01%
cymma npumeceit - He Oomee 2,0 % 0,1%
Total impurities Not more than 2.0 % 0.1%
KosmmuecTrennoe onpegenenne | B | kancyie 10/bkHO conepxkareesa oT 237,50 no 262,50 mr 246,24 mr
/ Assay (95 — 105 % oT 3asiBIEHHOr0 KOIMYECTBA)
(B2XKX ¢ nuogHO-MATPHUYHBIM 237.50 - 262.50 mg/capsule 246.24 mg/capsule
JeTeKTHpOBaHueM Wi BKX ¢ (95 — 105 %) of the amount claimed
pethpaKkToMeTpHIECKHM
nerexkTHpoBaHueM /| HPLC-DAD
or HPLC-RID)
PactBopeHnue / Dissolution He menee 70 % (Q) C24HaoO4 (Ypcome30KkcHX0IeBOM KHCIOTH) 81 %
(BOXX / HPLC) yepes 60 MHH.
Not less than 70% (Q) C24H.0O; (ursodeoxycholic acid) in 60 min. 81 %
MukpoGHojorudeckas Obuiee uncno aspobHEIX Mukpoopranusmos < 10° KOE/r <50 KOE/r
qyucToTa / Microbial TAMC < 1P cfive < 50 cfg
enumeration test Ofmee uucI0 APOAOKEBBIX U TUIECHEBBIX rpubos < 102 KOE/T <5 KOE/r
(I'® PD xareropus 3A, wim TYMC <1 0 cfulg <5 cfug
EBp.®. / SP RF, category 34 or E.coli: momxHbI oTcyTeTBOBATE B 1 T Or
0. , , 8
Ph.Eur.) E.coli: absent/g g
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Dr. Falk Pharma GmbH

IIpenapar:
Product:

Homep cepum:
Batch No.:

Jara npousBojcrea:
Manufacturing date:

Topen no:
Expiry date:

IIpomBoaurens:
Manufacturer:

Pacdacosano/ynakoBano:

Cepruduxar anaausa

Certificate of Analysis

Vpcodansk, Kancymst 1o 250 mr
Ursofalk 250 mg Capsules
A350477

17.09.2025

09.2030

Anndamen @apbun Apuraiivurrens ITmM6X, 37081 [etruren, Mepmams
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Annpamen @ap6un Apunakivurrens 'm6X, 37081 Tetruren, Tepmanms

Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany
Tect* / Test* Cnenndpukauus** / Specification** PesynbTar / Result

VYnakoska / Hponzeoaurens: Anndamen OapGun [Mo 25 xancyn B amomuauiv/[1BX Gauctep; mo 4

Packaging Apunaiimurrens IMGX, Tepmanus GnucTepa BMECTE ¢ MHCTPYKIMEH 110 IPAMEHEHHIO B
o 25 xancyn s amomunmi/[IBX 6mucrep; no 2 u 4 Gnuctepa Na4Ke KaPTOHHOH C KOHTPOJIEM MEPBOTO BCKPEHITHA.
BMECTE ¢ HHCTPYKLHEH 10 NPUMEHEHHIO B TIAYKy KAPTOHHYHO ¢ 25 capsules in aluminum/PVC blister; 4 blisters with
KOHTPOJIEM NEPBOTO BCKPBITHSL. instruction for use in carton box with first opening
Manufacturerer allphamed Pharbil Arzneimittel GmbH Germany control
25 capsules in aluminum/PVC blister; 2 and 4 blisters with
instruction for use in carton box with first opening control

MapxkupoBka / l'le'ptm-maﬂ YIAKOBKA l'le.pmeaﬂ ymaKoBKa

Labelling Primary packaging 5 Primary packaging 3
Ha 6amcTepe. Ha pycckoM M aHTMHICKOM 3BIKAX YKAIBIBAIOT, Ha Gnuctepe, Ha PYCCKOM U aHITIHHCKOM SI3BIKAX
TOPTOBO¢ HAMMEHOBAHHE NPENApPATa, IEKApCTBEHHYIO (opMy, YKa3aHO' TOProBoe HAUMEHOBAHHE MpeTapara,
MHH, no3uposky. nekapetsenHad Gopma, MHH, nosuposka.
On a blister in Russian and English indicate: trade name of the On a blister in Russian and English indicated: trade
drug: pharmaceutical form; INN of the active substance; strength | name of the drug; pharmaceutical form; INN of the
Ha Gamcrepe, Ha pycckoM S3BIKE VKA3BIBAIOT: HOMED cepHE*, CpoK | active substance; strength
FOZIHOCTH (KIOJIeH I0»), HANMEHOBAHHE H a/ipec KOMNAHHH- Ha Gnucrepe, Ha PycCKOM A3BIKE YKA3AHO: HOMEP
Brazenkia PY/MpousBoanTens, OCYNECTRIAIOMWEro BBITYCKAMIMH | CepHM, CPOK FOMHOCTH («roneH J0%), HAMMEHOBaHHE
KOHTPONE KauecTsa. H aJipec KOMIIaHuK-BIazensua PY/mpoussoaurens,
On a blister in Russian indicate: batch number*, shelf life (“best OCYIIECTBIOUIETO BBITYCKAIOMNHA KOHTPOIIL
before:”); name and address of the company-owner of the KayecTna.
registration certificate/ manyfacturer performing batch release On a blister in Russian indicated: batch number,
quality control). shelf life (“best before: "); name and address of the
Ha Gnuctepe, Ha NaTHHMIE YKA3BIBAIOT: 3HAK O PErHCTPALHHT company-owner of the registration certificate/
TOProBOT0 HAHMEHOBAHHS, JIOTOTHI KOMIAHHH-BIANEIBLIA manufacturer performing batch release quality
PY/npoussoaute s, 0CYIIECTBIAIOMIEr0 BBIMYCKAIOUTHE KOHTPOID conirol).
KauecTsa. Ha Gnmctepe, Ha natuHuue yka3aHo: 3HAK o
On a blister, in Latin indicate: trade name registration symbol; logo PerHcTpauyH TOProBoro HAMMEHOBAHMS, JIOTOTHII
of the company-owner of registration certificate/manufacturer KOMIaHHH-Bra enbla PY/mpoussoaurens,
performing batch release OCYIIECTBIAIOWETO BHITYCKAIOMMIT KOHTPOIB

KauecTea,
Bropuunan ymaosia Ona blister, in Latin indicated: trade name
Secondary p afkaglng - regisiration symbol; logo of the company-owner of
Ha kapToHHO# nauke HAa PYCCKOM M AHIVIHICKOM S3bIkax registration certificate/manufacturer performing
YKASLIBAIOT. TOPTOEOS HAMMEHOBAHNUE NPETIAPATA, ICKAPCTBEHHYIO | poip ot o
(opmy.
On carton box in Russian and English indicate: trade name of the Bropuunasn ynakoska
drug; pharmaceutical form. Secondary packaging
Ha xapronHoif mauke Ha pycckom ssbike ykassisator: MHH, cnoco6 | Ha KaPTOHHOM AYKEe HA PYCCKOM H AHITIMIHCKOM
npuvenenus (/14 IpHeMa BHYTPE»), M03HPOBKY, «OiHa kancynia | A3bIKaX YKA3aHO: TOProOBOE HAHMEHOBAHHE
coepsut: 250 Mr ypeoae30KCHXONEBOM KHCIOTH, YCIOBHA npenapara, IeKapcreeHnas Gopma.
XPaHeHHs, YCHOBHSA OTIYCKa, KOMHYECTBO KANCyIl B YIIAKOBKE, On carton box in Russian and English indicated:
MPEIYNpPe/IUTS/IbHBIC HAMMHCH: « XPaHHTh B HEJIQCTYIHOM JUIA trade name of the drug; pharmaceutical form.
ZLeTel MecTen, HoMep cepui™, /ATy H3rOTOBNEHNs, CPOK roaHocTH | Ha kapToHHoii nauke Ha PYCCKOM A3BIKE YKA3AHO:
(«rosien 1o»), HAMMEHOBAHHE M AZPEC KOMIAHHH-Baenbua PY MHH, crioco6 npuMenenns (« /I nprema
/MPOH3BOMATEIA, OCYMECTRISFONIEN0 BHITY CKAIOMLMH KOHTPOJIh BHYTPE?), 003HpoBKa, «OfIHA KariCylia CoLepsuT:
KauecTsa, HOMEpP PErHCTPALMOHHOTO YAOCTOBEPEHHS. 250 Mr ypcoie30KCHX0IeBOl KHCIOTEL), YCIOBHA
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Dr. Falk Pharma GmbH

Ipenapart:
Product:

Homep cepum:
Batch No.:

Hara npousso/cTaa:
Manufacturing date:

T'ogen no:
Expiry date:

[1pousBoaurens:
Manufacturer:

Pactacorano/ymaxoeano:

Packed/Packaged:

Ceprudukar anaausa

Certificate of Analysis

VYpcodansk, kancymnsr mo 250 Mr
Ursofalk 250 mg Capsules
A350477

17.09.2025

09.2030

Annpamen @ap6un Aprnaitmurrens Im6X, 37081 Ferruren, lepManmsa
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Annpamen ®ap6un Apunaiivurrens I'mM6X, 37081 erruren, Tepmanus

Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Teer* / Test*

Cnenudpuxanus** / Specification**

PesynbTat / Result

On carton box in Russian indicate: 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 kapTonHoii nauke A0MOMHATENEHO YKAIBIBAIOT; JIOTOTHIT
KOMIIAHHHK-BNIa/eTb1a PY/IpoHsBOAHTENS, OCY LECTBIAIONETO
BBIITY CKAKOIMi KOHTPO/b KAUeCTBA (HA NATHHHUIIE), 3HAK O
PErUCTPAIMH TOProBOro HAMMEHOBAHMS (Ha NAaTHHULE), INTPUX KOJL,
rpadmueckuii cumpon, 0603HAYAIOIKIA OPraHbl, HA KOTOPBIE
HaNpaBIIeHO AEHCTBHE ICKAPCTBEHHOTO CPEJICTBA,
TIPOU3BOJICTBEHHEIC KOJIBI JIf YIIAKOBOYMHOTO MaTEpHAITA.

On carion 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.

[Lna ueneil MOHUTOPMHIA IBHIKEHHA NEKAPCTBERHAIX NPETAPATOR
yraseBatorcs GTIN, SN (cepuitHsiit rioSanbHeIi
HIEHTH(HKAITHOHHBIH HOMEp TOProBOit eMHULIL) METOI0M
THNOrpaCKoit neuaTH UTH METOIOM TIEYATH HA MATEPHANILHEH
HOCHTENb (STHKETKY), He TOTYCKAIOUMM OT/ICICHHT
MATEPHANBHOTO HOCHTENS OT YIIAKOBKH JISKAapCTBEHHONO Mpenapara
0e3 MOBpesKACHHIA.

For the purposes of monitoring the novement 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.
* Ilpn nepeynakoBKe npenapara ¢ uenbio ofecneueHs
TPOCIEKHBAEMOCTH K HOMEPY CePHH, HAHOCHMOMY Ha BTOPHYHYIO
YMAKOBKY, HONYCKaeTcs no6aBnenne MHppo-GyKBEHHBIX CHMBOJIOB,
B CBA3H C Y€M HOMED CEPHH Ha NIEPBHYHOH/BTOPHUHON YIaKOBKE
MOKET 0TIHYAThCA Ha 100aBieHHBlEe HH(PO-0YKBECHHEIE CHMBOIBL.
* 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.

XPaHEHHA, YCIIOBHA OTIYCKa, KOJIHUECTBO KANcyn B
YNaKOBKE, TIPEIYNpPeAHTENbHbIE HANTHCH;
«XpaHuTh B HEJIOCTYITHOM JUIA JIETEH MECTE», HOMED
CEpHH, JaTa HIrOTOBJIEHHS, CPOK FOAHOCTH («rojieH
/oY), HAHMEHOBaHHE H aJPeC KOMIIAHHH-BIaNeNbIa
PV /npoussomTens, 0CyLECTBIAIOWErO

BBITY CKAIOLLMH KOHTPOITb Ka4ECTRBA, HOMEp
PErMCTPALMOHHOIO YA0CTOBEPEHHA.

On carton box in Russian indicated: INN; route of
administration (“For oral administration”), dosage,
conient 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# Nayke JONONHHTENLHO VKa3aHo:
JIOTOTHIT KOMIaHHU-BiIajienbua PY/nponseoaurens,
OCYIIECTBISKOIIETO BBITYCKAIOIIHH KOHTPOID
KavuecTsa (Ha NaTHHHLE), 3HAK O PErHCTPALIHK
TOPTOBOTO HAHMEHOBaRMA (Ha TATHHULIE), LITPHX
Ko, rpaduueckuit campo, o6o3nauaronuii
OpraHbl, Ha KOTOPbIE HANPABIIEHO NEHCTBHE
NEKapCTBEHHOTO CPENCTBA, MPOM3BOACTBEHHBIE
KOJIBl U151 YIIAKOBOYHOTO MaTepHana,

On carton bax 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.

lns neneil MOHHTOPUHIa IBMIKCHHS JIeKAPCTREHHBIX
npenaparoB ykazaHo GTIN, SN (cepuiinbiii
TI0GATbHBIH HASHTHQUKALHOHHBI HOMEp TOProBOit
SIIMHALIBL).

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 anaausza
Certificate of Analysis

ITpenapar: Ypcoganek, Kancyusl mo 250 Mr
Product: Ursofalk 250 mg Capsules
Homep cepun: A350477
Baich No.:
Jara npousBojicTRa: 17.09.2025
Manufacturing date:
Topen no: 09.2030
Expiry date:
[TponzsoauTeb: Anndamen @apdbun Apunalivarrens I'm6X, 37081 letruren, I'epmanns
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
Pacdacopano/ynmakoraHo: Anndpamen @apbun Apnsaiivurrens I'm6X, 37081 lerruren, ['epmanus
Packed/Packaged: Aliphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tecr* / Test* Cneunduxanusn** / Specification™* PesyaeTat / Result
Xpaunenue / ITpu Temnepatype He Brie 25°C. IIpu Temneparype He Bhite 25°C.
Storage conditions | Temperature not more than 25 °C. Temperature not more than 25 °C.
Cpoxk rogHocTh / 5 ner CooteercTByeT
Expiry date 5 years conforms

* CchUIKH Ha METOJMKH feHcTBylomero w3fanua ['® PO npuse/ieHbl 1S KOHTPONA KAadecTBA JIEKAPCTBEHHOTO
npenapata Ha Teppuropud PD. Ha mpeanpHATHH MCOBITAHWS W/WIM MHTEPTIPETALHA PEe3yIbTATOB IPOBOJUTCA B
COOTBETCTBHH TpeboBaHusMu EBp.D. HIH METOIHK KOMIIAHHH

(References to the procedures of the National Pharmacapeia 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).

** TlokasaTe/u, HOPMbI H/HIIH PENAKIHS HOPM, IPHBEACHHBIE B TAHHON CHEIA(HKAIINH, MOTYT OT/IHYATLCS OT
cepruuKaTa aHATH3a TPOM3BOIMUTENS B CBA3H C OTJIHIHUEM CHENHMDHKAIIAN TIPOU3BOAMTENS OT IIPHHATHIX B PD
TpeboBaHMii K CTaHAAPTH3ALHN JaHHOI JIeKAPCTBEHHOM (HOPMBI

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

3axnoueHue: OGpasipl npenapara BeIEPKHUBAIOT HCIBITAHMS B COOTBETCTBHHE C TPeOOBAHUIMHE
HopmatiBHOTO HoKyMenTa IT N014714/01-120521, M3m. 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.

Pe3ynbTaThl COOTBETCTBYIOT CHEIM(DUKALIHH.
The results meet the specification.

ITprmeganms: He npumennmo

Remarks: wa Dr. Thomas Uhlmann

Qualified Person

Jara u noanuce:

Date and Signature:
— Dr. Falk Pharma GmbH
( D@ Leinenweberstr. 5
s 79108 Freiburg i. Br., Germany
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Dr. Falk Pharma GmbH

Ceprudukar Ha BBIMYCK CEPHHU

Batch Certificate

Ha3Banune NpoayKTa, 103HPOBKA,
JiekapcTBeHHas opma:
Name of product, strength, dosage form.

MHH (INN):

IlponsBoautenas APIL:
Manufacturer of API:

Homep cepuu dpapmaneBTHUECKOIH
cyOcTaHmAu:
Batch number of API:

Pazmep u THN yHIAaKOBKH:
Packaging size and type:

Crpana-uMnoprep:
Importing country:

Homep perncTpannoHHoro y10crosepenus:
Marketing authorisation number:

Homep cepun u 06beM napTuu:
Batch number and size:

Jara npou3Boacrsa:
Date of manufacture:

Cpoxk rognocrn:
Expiry date:

IlpounsBoacTBeHHbIH YYaCTOK:
Manufacturing site:

Ceprndukar cOOTBETCTBHS NPOHIBOTHTES
TpedboBannam GMP:
Certificate of GMP Compliance:

KommenTapuu:
Comments:

3anBiaenne o cepruduranum:
Certification statement:

Ypcodanbk 250 Mr KarcyJibl
Ursafalk 250 mg capsules

VYpconezokcuxomneras KACIOTa
Ursodeoxycholic acid

HYE C.ILA. / bazanyuuo / Wranus
ICE S.P.A. / Basaluzzo / Italy

2025060278

Kancyner 25 mr. — 6mucTepst (4 1wrt.) - navka KapToHHAs
(100 xamcymn)

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

Poccus
Russia

IIN014714/01
P NO14714/01

A350477 (11629 ynakoBox)
A350477 (11629 packages)

17.09.2025
09.2030

Allphamed Pharbil Arzneimittel GmbH/ Amndamen
Dapbun Aprmakivurrens ['MoX

Hildebrandstrasse 10-12/ Xunsne6pangurpacce 10-12
37081 Gottingen/ 37081 I'ertiHren

Germany/ ['epmanms

DE_NI_01_GMP_2025_0002 (Amndamer / Allphamed)

Cwm. mpunaraemblii cepTudHKaT aHaIM3a
See CoA attached

A1, HIDKeTIOANMCABLUMIACS, NTO/ITREPIKIAI0, YTO BhIICHIPHBE/IeHHAs HHDOPMAIUS ABIAETCS JOCTOBEPHOH 1
TOo4HO#. JlaHHas cepus npopyKiuu Gelia npousBe/ieHa (BKIIIOYAs yIAKOBKY/ MApKAPOBKY) M POBEIEH
KOHTPOJIb €€ KA4eCTBa Ha BEIIIE YIOMIHYTHIX IPOU3BOACTBEHHBIX YYaCTKAX B TIOJIHOM COOTBETCTBHHU C
tpebopannamu Hayyiexaneit npoussoacteeHHoi npaktuki (GMP), yeTaHOBIEHHBIMH MECTHBIM
PeryJasTOpPHBIM OPraHoM, a TAKXKe COOTBETCTBYET TPEOOBAHKSAM, YCTAHOBICHHBIM MPH €TO TOCY IaPCTBEHHOH

perucrpanuu B PO.

Master URC 250 mg 50 100 RU

12

Batch number: A350477



Dr. Falk Pharma GmbH

I, 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 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.
[poToKOIIEI IPOU3BOICTBA, YIIAKOBKH M aHATH30B OBIITH MPOBEPEHBI H YCTAHORJIEHO HX COOTBETCTBHE
TpebosanisaM GMP u TpeGOBaHMAM, YCTAHOBISHHBIM TIPH €0 TOCY JAPCTBEHHOMH PerucTpalH,
COZIEPAALIMMCS B PETMCTPALMOHHOM JI0ChE 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.

Jlata v noanuce:
Date and Signature:

Dr. Thmn_ass Uhlmann

9 OCT 2025
Dr. Falk Pharma GmbH
@ Leinenwebersir, 5

79108 Freiburg i. Br., Germany
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