Dr. Falk Pharma GmbH

TIpenapart:
Product:

Homep cepuu:
Batch No.:

Iara npouzsonacTea:
Manufacturing date:

I'onen mo:
Expiry date:
[TpousBonuTeNs:
Manufacturer:

Pacdacorano/ynakosano:
Packed/Packaged:

Cepruduxar ananusa
Certificate of Analysis

VYpcodanek, kancynsl no 250 mr
Ursafalk 250 mg Capsules
A345140

07.2025

07.2030

Annpamern @apOun Apunaiivurrens I'm6X, 37081 Ferruren, epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Asnnpamen Papbun Apunaiivurrens I'm6X, 37081 [erruren, Iepmannus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tecr* / Test*

Creunduranna** / Specification**

PesyabTat / Result

Onucanue / Appearance

Teepaple, HENPO3pauHbIE KEeNATHHOBEIE KAIICy bl
NeQ; xpeimeuka Genoro 1Bera, Kopryc Geroro
nsera. Comep:kuMoe KallCyJibl — MOPOIIOK WITH
rpanyisl Oenoro uBera.

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

Teepaple, Henpo3pauHble
MKETaTHHOBBIE Karcy el Ne(;
KpBIieuka 0enoro 1peta, KOpIyc
Oernoro meeta. CofepuMoe
KarCynsl TpaHy ikl 6e10ro IBeTa.

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

Cpeansist Macca KancyJibl u
OIHOPOAHOCTHL MO Macce /

Cpeonss macca:
Average weight

Average weight and 313,5 - 346,5 Mr (mg) (330,0 MT (mg) £ 5 %) 3333%? Mr
uniformity of weight 333~ 363 mg (30mg =5 %) o
(I'd PO/ SP RF) OonopodHocms ho macce:
Uniformity of weight
He MeHee 18/20 xarcyn He Gonee + 10 % 20720
He Oonee 2/20 xarcyn He Gonee =+ 25 % 0720
18/20 capsules not more than + 10 % 20/20
2/20 capsules not more than 25 % 0/20
OpnopoanocTs AV10 epaunn npenapara (kancyn) < 15,0 (L1) 3.8
nosuposanus / Uniformity | wnn AV30 exuunn npenapara (kancyin) < 15,0
of dosage units (L1) 1 HM 0JHOTO 3HAYCHHS WHAMBHIYATIEHOTO
(EBp.@. unu I'® PO, cniocob | conepixanns B moboll exvuuile npenapara,
2/ Ph.Eur. 2.9.40 or SP RF, | xotopoe 65110 661 MeHee em (1 — L2 x 0,01)M u
method 2). donee wem (1 + L2 x 0,01)M.L1 pasno 15,0 u L2
pasHo 25,0. 38

L1: 10 units tested: 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 x 0.01) x M

L1is15.0and L2 is 25.0
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Dr. Falk Pharma GmbH

INpenapar:
Product:

Homep cepuu:
Batch No.:

JlaTta npousBo/ICTRA;
Manufacturing date:

Tlopex no:
Expiry date:

INpousBoauTens:
Manufacturer:

Pacacosano/ynaxosaHo:

Cepruduxkar anaiausa
Certificate of Analysis

Ypcodanbk, Karcyns! mo 250 Mr
Ursofalk 250 mg Capsules
A345140

07.2025

07.2030

Anndamen @ap6un Apruxaitmurress ['moX, 37081 Cetturen, FepManus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Anndamen ®apbun Apuraiivurrens I'm6X, 37081 Terruren, Fepmanus

Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
Tect* / Test* Crnennduranns** / Specification** PesyabTtar / Result
IMoanuuHocTs / Identity Bpems ynep:KMBaHNSA OCHOBHOI'O ITHKA HA XPOMATOrpaMMme COOTBETCTBYET
(BOXX ¢ 1HOIHO-MATPUYHBIM | MCTIBITYEMOTO PacTBOPA JOJKHO COOTBETCTBOBATH BPEMEHH
netekTHposaHueM unn BOXKX ¢ | yoepxHBaHIS OCHOBHOIO TIHKA YPCONE30KCHXONEBOH KHCIOTHI
pedhpaKTOMETPHIECKIM Ha XpOMaTorpaMMe CTaHJapHOIO PacTeopa
nerexTHposarieM / HPLC-DAD | ypcome30KCHXO0NeBO KHCTOTEI
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.
Poncreennbie npamMecH / XEHOJE30KCHX0JIeBasA KUCIoTa - He Homee 1,0 % < 0,05 %
Related substances Chenodeoxycholic acid Not more than 1.0 % <0.05%
(BIXKX ¢ THTOXO0JIeBask KHUCI0Ta - He Gomee 0,1 % <0,05 %
pedpakTroMeTpHYECKHM Lithocholic acid Not more than 0.1 % <0.05%
nerekruposanueM / HPLC-RID)
mobas apyras HeclelMpUIHPOBAHHAS eIMHHTHAA IPHMECh - <0,05 %
He Gonee 0,1 % <0.05%
Any individual unidentified impurity Not more than 0.1 %
cyMMa npuMeceit - He Gonee 2,0 % < 0,05 %
Total impurities Not more than 2.0 % <0.05%
Konunyectsennoe onpenesenne | B 1 kancyne gomkHo comepskatses ot 237,50 1o 262,50 mr 247,17 mr
/ Assay (95 — 105 % oT 3aABNEHHOr0 KOJIHYECTBA)
(BOXX ¢ qHomHO-MaTpuuHbBM | 237.50 - 262.50 mg/capsule 247.17 mg/capsule
JeTeKTHpoBaHKHeM Wi BOXKX ¢ (95 — 105 %) of the amount claimed
pehpaKTOMETPHYECKIM
nerextHpoBanueM / HPLC-DAD
or HPLC-RID)
PactBopenue / Dissolution He menee 70 % (Q) CasHaoO4 (YpCome30KeHX0IeBOH KHCIOTEL) 83 %
(BOXX / HPLC) uepes 60 MuH.
Not less than 70% (Q) Ca4H.Oy (ursodeoxycholic acid) in 60 min. 83%
MukpoGuonoruyeckas O6mee 1rcio a3podHBIX MEKpoopranusMos < 10° KOE/r <50 KOE/r
yucToTa / Microbial TAMC < 10° cfi'g <50 cfurg
enumeration test OGee 4HCIIO APOINOKEBBIX H IUTeCHEBBIX rpidos < 10? KOE/r <5 KOE/r
(I'D P® kareropus 3A, unu TYMC < 10° cfu/g =Jcfug
Esp.®. / SP RF, category 34 or | B-coli: NOIDKHEL 0TeyTcTBOBATS B | T Or
E.coli: absent/g Og

Ph.Eur.)
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Dr. Falk Pharma GmbH

Ceprudukar anaansa

Certificate of Analysis

IMpenapar: VYpcodansk, karcysl mo 250 Mr
Product: Ursofalk 250 mg Capsules
Homep cepum: A345140
Batch No.:
JaTa npomsBoACTRA: 07.2025
Manufacturing date:
Togen no: 07.2030
Expiry date:
[TpousBoanTep: Anngamen ®apbun Apunaitvurrens I'mM6X, 37081 Tetruren, lepmanmus
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
PacdacoBano/ymakopaHo: Anndamen @apbun Apuraitvmurrens 'M6X, 37081 Tetturen, epmanns
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tecr* / Test* Crnenndurauus** / Specification** PesyabTar / Result
YnaxoBka / [poussoaurens: Anndamen Oapbun ITo 25 xancyn B anroMunnit/[IBX Gmuctep; no 4
Packaging Apunaiimurrens PM6X, Tepmanus GnucTepa BMECTE ¢ MHCTPYKIHEH [0 IPHMEHEHHIO B

To 25 xancyn s amomunni/[IBX Gauctep; no 2 u 4 Gnuctepa
BMECTE C HHCTPYKUME] 110 MPUMEHEHHIO B I1AUKY KAPTOHHYH) ¢
KOHTPOJIEM TIEPBOTO BCKPBITHSL,

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

MA4Ke KAPTOHHOM C KOHTPOJIEM MEPBOTO BCKPEITHA.
235 capsules in aluminum/PVC blister; 4 blisters with
instruction for use in carton box with first opening
control

MapKﬂpDBKa / IepBHuHan ynaxkoska
Labelling Primary packaging

Ha 6mucrepe, Ha pycckOM M aHIIMACKOM S3BIKAX YKA3LIBAIOT:
TOProBOE HAHMEHOBAHME MpEnapaTa, NeKapcTBeHHY Gopmy,
MHH, nosuposky.
On a blister in Russian and English indicate: irade name of the
drug; pharmaceutical form; INN of the active substance; strength
Ha Gumerepe. Ha pyCeKOM A3BIKE YKAIBIBAIOT: HOMEp CEPUM*, CPOK
FOZIHOCTH («TOMIEH JI0), HAHMEHOBAHHME H aIPeC KOMIIAHUM-
Bnanensia PY/NponssonTens, 0CyIEcTRISHOMEr0 BBy CKalommuii
KOHTPOJIb Ka4ecTBa,
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 aTHHALE YKA3KIBAIOT: 3HAK O PETHCTPALIHH
TOProBOT0 HAMMEHOBAHH, JIOTOTHII KOMITAHHH-BAZIENbIA
PY/npoussourens, OCYIECTRAAOIIETO BBITY CKAIOIIMIA KOHTPO.Ib
KaiecTsa.
On a blister, in Latin indicate: trade name registration symbol; logo
of the company-owner of registration certificate/manufacturer
performing batch release

Bropuunan ynakoska

Secondary packaging

Ha xapToHHOH nauke Ha PYCCKOM H AHTJIMHCKOM A3BIKAX
YKa3bIBAIOT: TOPrOBOE HAHMEHOBAHHE NPEMNAapara, JIEKapCTRCHHYIO
hopmy.

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

Ha xapTonHoii nauke Ha pycckoM asblke ykassisator: MHH, crioco6
npuMenenns («Jlns npuema BHYTPBY ), Z03UPOBKY, «O/Ha Kancyna
cofiepuT: 250 Mr ypeoie30KCHXOMCBOH KHCIIOTRIM, YCIOBHS
XPaHEeHHd, YCIIOBHA OTMYCKA, KOMHUECTRBO KArCY T B YIAKOBKE,
NPEAYNPEAHTENLHEIE HANHCH: « XPAHHTh B HEAOCTYITHOM s
JIETeH MECTE», HOMEP CEPHH¥, ATy H3rOTORNEHHA, CPOK TOJHOCTH
(«rozien 1o»), HANMEHOBAHHE M ANPEC KOMIAHKK-BIANENbIa PY
/MpPOU3BOAMTE IS, OCYIECTBMOMIETO BEITY CKAMOHH KOHTPOTE
KAueCcTBa, HOMEP PETMCTPALMOHHOTO VAOCTOBEPEHHUA.

IlepBnunas ynakoska

Primary packaging

Ha 6nucTepe. Ha pycckoM M aHITHACKOM A3bIKAX
YKa3aHO: TOProBOe HAMMEHOBAHHKE Pernapara,
nexapersenHad popma, MHH, nosuposka.

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: HOMEP
CEpPHH, CPOK TOIHOCTH («TO/IEH 10%), HAHMEHOBAHUE
H aapec KoMNaHu|-snaensua PY/nponssomurens,
OCYIMIECTBIAIOMETO BRITYCKAKOIMI KOHTPOJIb
KauecTna.

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

Ha Gnuctepe, Ha JaTHHULE YKA3aHO! 3HAK O
PErUCTPALHK TOPFOBOTO HAMMEHOBAHHS, JIOTOTHIT
KOMITaHHH-BNaens1a PY/niponssoanrens,
OCYMECTBAIOLIETO BRITYCKAKOMHI KOHTPO/Ib
KauecTsa,

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

BropnuHas ynakoBka

Secondary packaging

Ha xapToHHO# navke Ha pYCCKOM H AHTIHACKOM
A3BIKAX YKA3aHO: TOPTOBOE HAMMEHOBAHHE
fpenapara, JIekapcTeeHHas (opma.

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

Ha xapToOHHOH nauke Ha pyCCKOM A3bIKE YKA3AHO:
MHH, cnoco® npumenenus («[ng nprema
BHYTpbY), 1031poBKa, « OZIHa KANCY/a CONEPIKNT:
250 Mr ypcoJIe30KCHXONIEBOH KHCIIOTEDY, YCIOBHS
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Dr. Falk Pharma GmbH

Cepruduxar ananuza

Certificate of Analysis

Ipenapar: VYpcodanek, kancynsr mo 250 Mr

Product: Ursofalk 250 mg Capsules

Homep cepuu: A345140

Batch No.:

JlaTa mpoussoacTRa: 07.2025

Manufacturing date:

lNopen no: 07.2030

Expiry date:

TIpousBoauTens: Anngamen @apoun Apuuaiivurtens I'm6X, 37081 Tetruren, lepmanns
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
Pacdacoano/ynakosano: Anngamen Gap6un Apunaiivurtens Im6X, 37081 [erruren, Iepmanus
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tect* / Test*

Crnennduxanus** / Specification**

PesynbTaT / 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 xapToHHO# nauKe JONOIHHTENLHO YKAIBIBAKOT, TOTOTHIT
KOMIaHuH-BMajieNbla PY/Mponssoanrens, ocy mecTaasomero
BBITY CKaIOIIKI KOHTPO/Ib KauecTBa (Ha TaTHHHLE), 3HAK O
PerHCTPALHE TOProBOro HAMMEHOBAHHS (Ha JATHHULE), ITPHX KO/,
rpaduueckuit CHMBOI, 0603HAYAIOLINIA OPraHb!, HA KOTOPEIE
HANpaBNeHo JIeHCTBHE NEKAPCTBEHHOTO CPEJCTBA,
NPOU3BOJICTBEHHEIE KOJIBI /U151 YTAKOBOUHOTO MaTepHaa.

On carton box additionally indicate: logo of the company-owner of
registration certificate/manufacturer performing baich 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.

Jins neneii MOHHTOPUHIA JIBUKEHHS NEKAPCTBEHHBIX NPENAPATOR
ykaswiBatotess GTIN, SN (cepuitubiid rnoGanbHbI
HAEHTADHKALAOHHBIH HOMED TOPTOBOI &IMHHLIBI) METOIOM
THIOrpadickoii NeYaTH HIIM METONOM F@4aTH HA MATePHANLHEIH
HOCHTE/Ib (3TUKETKY), He JIOMYCKAOMUM OTAE/IEHHS
MATePHAIIBHOIO HOCHTENA OT YNAKOBKH JICKApCTBEHHOrO Npernapara
0e3 noBpexacHANA.

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 carvier (label) that does not allow the
separation of the label from the product packaging without damage.
* Tlpu mepeynakoBKke Npenapara ¢ Uesbko 0becneueHns
TNPOC/IEKUBACMOCTH K HOMEPY CEPHH, HAHOCHMOMY Ha BTOPHUHYIO
YHaKoBKY, Aomyckaercs fo6apnenne HAppo-0yKBEHHBIX CHMBOJIOB,
B CBA3M C YCM HOMEP CEpHH Ha MepPBHYHOH/BTOPHUHOMN YIIAKOBKeE
MOKET OTIIHYATBCA Ha JoGasienHsie nudpo-0yKBEHHBIE CHMBOJBL
* 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 baich number on the
primary/secondary packaging may differ by the added
alphanumeric characters.

XPAHEHHS, YCIOBHA OTITYCKA, KOMHYECTBO KAICy I B
YTNaKOBKE, MPe/IyNPeaHTEBHEIC HANITHCH:
«XpaHuTe B HEAOCTYITHOM JUIA JETEi MecTey, HoMep
CEPUM, J1aTA HITOTOBJIEHHH, CPOK TOAHOCTH («TOJEH
110%), HANMEHOBAHHE W 3/IPEC KOMITAHHH-B/IAJEIbLA
PY /mpoussomuTens, 0CYINECTBIAIETO

BBIMTY CKalOIHH KOHTPOJIb Ka4ecTBa, HOMED
PErHCTPANMOHHOTO YAOCTOBEPEeHH.

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 veach of children!”, baich
number, manyfacturing 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 JONONHUTENLHO YKA3AHO:
JIOTOTHIT KOMTTAHHH-BNIaenbla PY/mpoussoaurens,
OCYUIECTRIIAFOIIENO BBIMYCKAIOMHA KOHTPONb
KauecTsa (Ha NaTHHHIIE), 3HAK O PETMCTPaLHK
TOProBOro HaMMEHOBaHNUA (Ha JIATHHHLE), [ITPHX
Ko, rpaHueckuii cuMBon, 0603HaYAIOIIHI
OpraHbl, Ha KOTOPBIC HANpABJIeHO AelicTBHE
NEKApCTBEHHOTO CPEZICTRA, NPOH3BOACTBEHHEIE
KOJIB! U181 YIAKOBOYHOTO MATCPHANA,

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.

[ uenieii MOHHTOPMHTA IBHKECHHS JIEKAPCTBEHHBIX
npenaparos ykasaHo GTIN, SN (cepuitHbiii
rnoGanbHbI HISHTHHKALHOHHBIH HOMED TOProBOH
€HHHLIBI),

For the purposes of monitoring the movement of
medicinal products are indicated: GTIN, SN
(serialized global trade item identjfication number).
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Dr. Falk Pharma GmbH

Cepruduxar ananuza
Certificate of Analysis

[Tpenapar: Ypcodansk, Karncynsr mo 250 mMr
Product: Ursofalk 250 mg Capsules
Homep cepuu: A345140
Batch No.:
Jlara npou3BoaCTBA: 07.2025
Manufacturing date:
T'open no: 07.2030
Expiry date:
TIpoussoaurens: Anngamen Gapbun Apunaiimurrens I'm6X, 37081 letruren, lepmanns
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany
Pacacorano/ynakosano: Anngamen @apoun Apunaiivartens I'm6X, 37081 Tetruren, 'epmanns
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tecr* / Test™ Creunduranusi** / Specification** PesynwTar / Result
Xpanenue / Ipu Temneparype He Berme 25°C. ITpu Temneparype He Boimre 25°C,
Storage conditions | Temperature not more than 25 °C. Temperature not more than 25 °C.
Cpoxk roanocrn / 5 ner CoorBeTcTBYET
Expiry date 3 years conforms

* CchUIKH Ha METOAMKM JeHcTByromero usnanus ['® PD TIPUBELCHBl I KOHTPOJA KauecTBa JEeKapCTBEHHOTO
npenapata Ha Teppuropud P®. Ha npeinpuaTHM MCIBITAHHA W/WIH HHTEpPNpEeTALls pe3yNbTaToB TPOBOANTCH B
COOTBETCTBHM TpeOoBaHUAMH EBp.®. HiIH METOHK KOMIaHHH

(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).

** Ilokasare/, HOPMBI W/UITH PEJAKIIHA HOPM, IPHBEEHHbIE B JIAHHOMN CIIENUMHKAIIH, MOTYT OT/IHYATHCS OT
cep’m@nxa’ra aHaIn3a NIPOU3BOIHUTEIA B CBA3H C OTJIMYHEM cneumlml(au;mn NPOU3BOANTEIIA OT NPHHATEIX B PO
TpeOOBaHUMH K CTAHNAPTH3ALHNH TaHHOM JIEKapCTBEHHOH 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
Jorm adopted in the Russian Federation).

3aKnoyueHue; O0pasupl npenaparta BEIAEPIKHBAIOT HCIBITAHHA B COOTBETCTBHH © TpeOOBAHUAMH
HOpMaTuBHOTO HoKyMeHTa I1 N014714/01-120521, H3m. Ne 1-4,
Conclusion: The samples of product pass the tests in accordance with the requirements of regulatory document P°

NOI14714/01-120521, rev. to ND No. -4,

PesynbTaTel COOTBETCTBYIOT CTICI{H(PHKAHH,
The results meet the specification.

[Tpumeyvanus: He npumenumo
Remarks: n/a

Dr. Thomas Uhlmann
Qualified Person

Jlara ¥ NoAmKCh:
Date and Signature:

——] Dr.Falk Pharma GmbH
@ Leinenweberstr. 5
79108 Freiburg i. 8r., Germany
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Dr. Falk Pharma GmbH

Ceprudukar Ha BbINYCK cepuu

Batch Certificate

Hazpanme npoaykra, 1030poBKa,
JiekapcTBeHHAas (opma:
Name of product, strength, dosage form:

MHH (INN):

Ipouzsoaurenr API:
Manufacturer of API:

Homep cepnn dapmaneBTHYecK ol
cybcTaAHIHM:
Batch number of API:

PasMep u THI ynakoBKH:
Packaging size and type:

Crpana-umnoprep:
Importing country:

HOMEp PErHCTPANTHOHHOTI0 YIOCTOBEPECHHS:

Marketing authorisation number:

Homep cepun u 00bem naprun:
Batch number and size:

Jara nponseo/cTea:
Date of manufacture.

Cpok roguocru:
Expiry date:

IIpon3BoACTBEHHBII y4aCTOK:
Manufacturing site.

CepTaduKAT COOTBETCTBHH NPOM3BOIHTES

TpedoBannam GMP:
Certificate of GMP Compliance:

KommenTapuu:
Comments.

3asBieHne o cepTHHHKANHH:
Certification statement:

Vpeodanek 250 Mr kancyint
Ursofalk 250 mg capsules

VpcomesokcHxoeras KHCaoTa
Ursodeoxycholic acid

WYE C.ILA./ Bazanyuuo / Uranus
ICE S.P.A. / Basaluzzo / Italy

2024120613 ; 2025030111

Kancynst 25 wr. — 6nuctepsl (4 T.) - Nauka KapToHHAsA
(100 karncym)

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

Poccns
Russia

IIN014714/01
P N014714/01

A345140 (11249 ynakoBok)
A345140 (11249 packages)

07.2025
07.2030

Allphamed Pharbil Arzneimittel GmbH/ Anndamen
@apbun Apunaiimurrens ['M6X

Hildebrandstrasse 10-12/ Xunsaebpanamrpacce 10-12
37081 Gottingen/ 37081 I'ertnren

Germany/ I'epmanus

DE NI_01_GMP_2025_0002 (Amndamen / Allphamed)

CMm. npunaraeMslii cepTuduKaT aHam3a
See CoA attached

A, HIDKETIOANUCABLIMHCSH, TTOATBEPK/AL0, YTO BBIICTPUBE/ICHHAs MHbOPMALKSA ABISETCA TOCTOBCPHOH 1
TOYHOM. JlaHHas cepHs NpoayKuuy Olia MPoM3Be/IeHa (BKIIF0Yas YIIaKOBKY/ MApKUPOBKY) M IIPOBE/IEH
KOHTPOJIb €€ Ka4eCTBa Ha BBILIC YIIOMAHYTHIX IIPOM3BO/CTBEHHBIX YYACTKaX B IOJIHOM COOTBETCTBHH C
TpeboBanuamu Hannexainel npouseoacTeenHo# npakTiki (GMP), YeTaHOBIEHHBIMH MECTHBIM
PETyIATOPHBIM OPraHOM, a TakKe COOTBETCTBYET TpeOOBAHMAM, YCTAHOBIIGHHBIM [IPU €r0 roCYAapCTREHHOM

perucrpauuu B PO.

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
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Dr. Falk Pharma GmbH

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.
IIpoToKoiB! NPOM3BOMICTRA, YIAKOBKH H AHAIU30B GbINH MPOBEPEHBI M YCTAHOBIIEHO HX COOTBETCTRHE
TpebGosanisiM GMP 1 TpeGoBaHHsM, yCTAHOBIIGHHBIM [IPH €10 TOCYIAPCTBEHHOM PerHCTpaLiHy,
COZICPKALUMMCS B PETHCTPALMOHHOM JOCHE CTPAHbI-UMITOPTEpA.

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 ¥ moaIKce:
Date and Signature:

Dy. Thomas Uhimann
Quglified,
j ,

Dr. Falk Pharma GmbH
Leinenweberstr. 5
79108 Freiburg i. 8r., Germany
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