Dr. Falk Pharma GmbH

IMpenapar:
Product:

Howmep cepun:
Baich No.:

JlaTa Mpou3BO/CTBA:
Manufacturing date:

Togen no:
Expiry date:
[TpoussoauTEIE!
Manufacturer:

PacacoBaHo/y1aKoBaHO:
Packed/Packaged:

CepTHdHKAT aHAIH3A
Certificate of Analysis

Vpcodansk, kancynst mo 250 mr
Ursofalk 250 mg Capsules
A345137

07.2025

07.2030

Anndamen ®apbun Apusaiimurrens I'M6X, 37081 erruren, IN'epManiis
Allphamed Pharbil Arzneimittel GmbH, 37081 Goéttingen, Germany

Anndpamen @apoun Apunaiivarrens ['moX, 37081 I'etruren, lepmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Tecr* / Test*

Cneuudpurannsa®* / Specification™*

PesynabraT / Result

Onucanue / Appearance

Teepsle, HETIPO3PAUHBIE KETATUHOBBIE KAIICY JIbI
NeQ); kprinreuxa Gesoro 1BeTa, kopmyc 6emoro
mpeTa. ComepsKUMO€ KarlcyJibl — IOPOLIOK HITH
TpaHyJibsl 6eI0ro HBeTA.

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

Treparle, Hempo3payuHble
JKeIIaTHHOBEIE KarcyJsl Ne(;
KpbllledKa 0enoro LBeTa, KOpIyc
Oenoro npeta. Conepikumoe
KaTICyJIBI TPaHy bl Oesioro uBera.

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

Cpennsist Macca Kancy/abl 0 | Cpeduss macca:
OIHOPOAHOCTH MO Macce / Average weight 378.4
Average weight and 313,5—346,5 mr (mg) (330,0 Mr (mg) £ 5 %) o n‘:’"
uniformity of weight 313.5—346.5 mg (330 mg +5 %) I
(I'® PD / SP RF) Oonopodnocms no macce:
Uniformity of weight
He MeHee 18/20 kamcyn He Gonee £ 10 % 20120
He Gonee 2/20 kancyn He Oonee + 25 % 0/20
18/20 capsules not more than = 10 % 20720
2/20 capsules not more than + 25 % 020
OnHopoaHoCTh AV 10 enurun npenapara (kancym) < 15,0 (L1) 4,5
aosuposanus / Uniformity | unun AV30 emunun npenapara (xancys) < 15,0
of dosage units (L1) 1 21 0HOTO 3HAYEHHS HHINUBHIYJIBHOTO
(Epp.®. wum 'O PO, criocob | comepkanus B mMoO0H equHuIIe Npenapara,
2/ Ph.Eur. 2.9.40 or SP RF, |xortopoe 0buto 061 MeHee ueM (1 —L2 x 0,01)M n
method 2). Gonee uem (1 + L2 x 0,01)M.L1 pasro 15,0 u L2
pasHo 25,0. 45

Li: 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 = (I-L2 % 0.01) x M

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

Liis15.0and L2 is 25.0
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IIpenapar:
Product:

Howmep cepun:
Batch No.:

Jlara npousBojcTBa:
Manufacturing date:

lopen po:
Expiry date:
IpownsBonuTens:
Manufacturer:

Pacdacoano/ynakoBaHo:
Packed/Packaged:

Dr. Falk Pharma GmbH

Cepruduxar anaamsa
Certificate of Analysis

Vpcodanek, kancymnsl no 250 Mr
Ursofalk 250 mg Capsules
A345137

07.2025

07.2030

Anndaven @apbun Apunaiimurtens ['M6X, 37081 [erturen, ['epmans
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Anndamen @apbun Apumraiivurtens ['mM6X, 37081 I'erraren, epmanns
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Tect* / Test*

Cneundurxanusa** / Specification**

PesyabTaT / Result

Ph.Eur.)

MoanunnocTts / Identity Bpems ynepxkuBaHua OCHOBHOTO ITHKa Ha XpOMaTOorpaMmMe COOTBETCTBYET
(BOXX ¢ mHOIHO-MAaTPHYIHBIM | HCTIBITYEMOTO PacTBOPa JO/DKHO COOTBETCTBOBATH BPEMEHH
nerextHporanneM Wi BOXX ¢ | ynepkuBaHUA OCHOBHOTO MHKA YPCOIE30KCHXOIEBOM KHCIOTEI
pedpakToMeTpHIECKUM Ha XpoMarorpamMMe CTaHJapHOro pacTeopa
netextupoBanueM / HPLC-DAD | ypcoe30KcHXoneBoit KUCIOTBI
or HPLC-RID) The refention 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.
PoacrBenHble npaMecH / XEHOJE30KCHXOIeBas KucnoTa - He 6omee 1,0 % 0,1 %
Related substances Chenodeoxycholic acid Not more than 1.0 % 0.1%
(BOXKX ¢ JIMTOXO0JIEBAs KHCIOTA - ue 6onee 0,1 % <0,05 %
pedpakTOMeTpHIECKHM Lithochalic acid Not more than 0.1 % <0.05%
nerektHpoBaHueM / HPLC-RID)
mo0as Apyras HecnenU(UIIMPOBaAHHAS e IHHHYHAS IPUMECh - <0,05 %
He Gonee 0,1 % <0.05%
Any individual unidentified impurity Not more than 0.1 %
cyMMa npuMeceii - He Oosnee 2,0 % 0,1%
Total impurities Not more than 2.0 % 0.1%
KoanuectBennoe onpegenenue | B 1 kancyne nomkHo coxepxarbes oT 237,50 po 262,50 mr 243,40 mr
/ Assay (95 — 105 % oT 3asABIEHHOTO KOJNHIECTBA)
(B2XKX ¢ quogHO-MaTpH4YHBIM 237.50 - 262.50 mg/capsule 243.40 mg/capsule
JETeKTHPOBAHHEM HITH BOXKX ¢ (95— 105 %) of the amount claimed
pedpakToMeTpHUECKUM
nerektuposanuem /| HPLC-DAD
or HPLC-RID)
PacTBopenue / Dissolution He Menee 70 % (Q) C24H4004 (ypcoue30kcHX0NeBOM KUCIOTH) 81 %
(BOXX / HPLC) yepes 60 MuH.
Not less than 70% (Q) CaH 10Oy (ursodeoxycholic acid) in 60 min. 81 %
Mukpobdnonorayeckas Obmee gucio a3poGHBIX MuKpoopranusmos < 10° KOE/r <50 KOE/r
gucToTa / Microbial TAMC < 1P cfilg < 50 cfig
enumeration test O61mee 9HCIO APOIOKEBEIX H INIeCHEBHIX rpuboe < 102 KOE/r <5 KOE/r
(T'® PD kareropus 3A, win TYMC <10’ cfu'g <Jcfulg
Esp.®. / SP RF, category 34 or E.coli: gomxHBI OTCYTCTBOBATE B 1 T Or
E.coli: absent/g Og
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Dr.

Falk Pharma GmbH

IIpenapar:
Product:

Howmep cepumn:
Batch No.:

Jlata npou3BojcTRa:
Manufacturing date:

T'onen nmo:
Expiry date:

ITponsBomuTENS:
Manufacturer:

Pacacopano/ymakopaHo:
Packed/Packaged:

Ceprudukar anaanza

Certificate of Analysis

Vpcodansk, kancynsi 1mo 250 mr
Ursofalk 250 mg Capsules
A345137

07.2025

07.2030

Anndamen @apbun ApunaiMurrens ['M6X, 37081 Ietturen, I'epmanns
Allphamed Pharbil Arzneimittel GmbH, 37081 Gdttingen, Germany

Anndamven ®@apbun Apnnaiivartens 'M6X, 37081 lerruren, I'epmanus

Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Teer* / Test*

Cneuunduxauua** / Specification**

PesynwTaT / Result

¥YnakoBka /
Packaging

[pouseoauTens: Amnndames Dapoun

Apunaiivurrens I'mM6X, Tepmanns

ITo 25 kancyn B amomuHuit/TIBX Gnucrep; no 2 u 4 Gauctepa
BMECTE ¢ MHCTPYKIMEH 10 NPHMEHEHHIO B [TAUKY KAPTOHHYIO ¢
KOHTPOJIEM MEPBOTO BCKPBITHSA.

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 kancyn B anromunnii/TIBX Gnuctep; no 4
GnucTepa BMECTE C MHCTPYKLHEH 110 IPUMEHEHHIO B
TNA4Ke KAPTOHHOH ¢ KOHTPOJIEM NIEPBOIO BCKPHITHI.
25 capsules in aluminum/PVC blister; 4 blisters with
instruction for use in carton box with first opening
control

Mapxunposka /

TlepBuunan ynaxkoBKa

IlepBuunas ynakoBka

Labelling Primary packaging Primary packaging
Ha Gnuctepe, Ha pycCKOM M aHITIMHCKOM A3BIKAX YKAIBIBAIOT Ha Gnucrepe. Ha pyCCKOM W aHIIHICKOM A3bIKAX
TOProBOe HANMEHOBAHUE TIPEMNapPaTa, ICKapCTBEHHY0 (JOpMY, YKAa3aHO: TOProBOE HAHMEHOBAHHE Npenapara,
MHH, nosuposky. nexapcteeHHas (popma, MHH, no3uposka.
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 Guucrepe, Ha pycckOM A3bIKE YKA3hIBAIOT: HOMEp cepHH™, cpok | active substance; strength
FOJHOCTH («TOJeH [0»), HAMMEHOBAHHE H aAPeC KOMIAHHH- Ha Gmicrepe. Ha PYCCKOM A3LIKE YKA3AHO: HOMED
Biazensia PY/NpousBoauTeNs, OCYICCTBIAIOWIETO BEITYCKAIOMMH | cepuy, CPOK FOAHOCTH ((rOAEH A0»), HAUMEHOBAHHE
KOHTpOJTb Ka4€CTBa. H ajipec koMnaHuu-BIanensia PY/nponseoautens,
On a blister in Russian indicate: batch number*, shelf life (“best OCYIIECTBIIAIOLIETO BEITYCKAOIIHI KOHTPOIb
before:"); name and address of the company-owner of the Ka9gecTBa.
registration certificate/ manufacturer performing batch release On a blister in Russian indicated: batch number,
quality control). shelf life (“best before:"); name and address of the
Ha 6aucrepe, Ha NaTHHULE YKA3BIBAIOT: 3HAK O PErHCTPALIHK company-owner of the registration certificate/
TOProBOr0 HAHMEHOBAHWS, IOTOTHI KOMIIAHHM-B/IAIEIBIA manufacturer performing batch release quality
PY/nponsBoanTens, 0CyHIECTRIAOLIErO BEIIYCKAMIINA KOHTPOIb | control).
KauecTna. Ha Gnucrepe. Ha JIATHHULIE YKa3aHO: 3HAK O
On a blister, in Latin indicate: trade name registration symbol; logo | perscTpaliii TOproBoro HAHMEHOBAHKS, JIOTOTHII
of the company-owner of registration certificate/manufacturer KOMOaHHH-BIIaje b1a PY/npousBoaurens,
performing batch release OCYHIECTBIAIOMIET0 BEUTYCKAOLIMIA KOHTPOIE
KauecTsa,
Bropirinas ynakoska On a blister, in Latin indicated: trade name
Secondary packaging . registration symbol; logo of the company-owner of
Ha kaproHHoii nauke Ha PYCCKOM U aHIHACKOM A3bIKEX registration certificate/manufacturer performing
YKa3hIBAIOT: TOProBOe HAMMEHOBAHNE NPENAPATA, JICKAPCTBEHAYIO | povoh oton e
dopmy.
On carton box in Russian and English indicate: trade name of the Bropuunas ynakoska
drug; pharmaceutical form. Secondary packaging
Ha xapToHHO#H nayuke Ha pyccKkoM #3bike ykasbisaor: MHH, cnoco6 | Ha kapTonnoii nauke Ha pycckoM M aHMIHHACKOM
npuMeHenus («/lns npyema BHYTPb»), A03UPOBKY, «O/HAa Kancyna | A3BIKAX YKa3aHO: TOProBoe HaHMEeHOBaHHe
coaeput: 250 Mr ypeong30KCHXONEBOH KHCIOTRI», YCIOBHA npenapara, nekapcTeeHHas gopma.
XPaHeHWs, YCIOBMI OTIYCKA, KONHISCTBO KAICY /I B YNAKOBKE, On carton box in Russian and English indicated:
TIpeAYNPEINTENEHEIC HAAMUCH: « XPaHHTh B HEJOCTYITHOM JUTS trade name of the drug; pharmaceutical form.
neTeil MecTey, HOMEp cepHH™, IaTy H3TOTOBNGHHA, CPOK rogHocTH | Ha KapTOHHOM mauke Ha PyCCKOM S3BIKE YKA3aHO:
(«rojeH 10%), HANMECHOBAHHE M AAPEC KOMITAHMK-BRaaesbia PY MHH, cnioco6 npuMenenns («{na nprema
/NpOH3BOIHTE s, OCYINECTBIAIOIEr0 BhITYCKAIOIHIT KOHTPOJIb BHYTPb»), J03MPOBKa, «OHA KATICYJIA COACPIKHT:
Ka4eCTBa, HOMEpP PErHCTPALMOHHOTO YAOCTOBEPEHHA, 250 Mr ypCoAe30KCHXOIEBOH KUCIOThLY, YCIOBHS
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Dr. Falk Pharma GmbH

ITpenapar:
Product:

Homep cepun:
Batch No.:

Jara npon3BoacTBa:
Manufacturing date:

Topen po:
Expiry date:

[IpousBoauTens:
Manufacturer:

PacdyacoBaHO/yIAKOBAHO:

Packed/Packaged:

Ceprudukar anaauza

Certificate of Analysis

VYpcodansk, kancyasl o 250 Mr
Ursofalk 250 mg Capsules
A345137

07.2025

07.2030

Anndamen @apbun Apunaiimurrens 'M6X, 37081 I'erruren, I'epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Goéttingen, Germany

Annamen @apbun Apunaiimurrens I'm6X, 37081 Ierruren, [epmanus

Allphamed Pharbil Arzneimittel GmbH, 37081 Gittingen, Germany

Tecer* / Test*

Cneunduxaunsa** / Specification™*

PesyabTar / 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*, marnfacturing 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# nayke AONONHUTENBHO YKA3BIBAIOT: JIOTOTHI
KOMIIaHHH-BlIajebia PY/npoussoaurens, ooy ecTBIsIOMEro
BBIMY CKAIOLIHH KOHTPOIIL KauecTBa (Ha NATHHHLIE), 3HAK O
PErucTpaLyy TOPTOBOTO HAMMEHOBAHUS (Ha NATHHULIE), IITPHX KO,
rpacuueckuii cuMBon, 0603HAYAIOMIHI OPraHbl, HA KOTOPEIE
HANpPAB/EHO JEHCTBUE NIEKaPCTBEHHOIO CPEJICTBA,
MPOH3BOACTBCHHBIE KOABI [/ YIAKOBOUHONO MATEPHAA.

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.

[lns neneil MOHHTOPHHIE JIBHYKEHHS JIEKAPCTBEHHBIX NPENAPATOR
yxaspsatotes GTIN, SN (cepuiinbiii rnoGanbHbri
HJIEHTU(MKALMOHHEIH HOMEP TOPTrOBOH ¢AWHHULBL) METOJIOM
THTOrpadicKoil NeYaTH HIM METOA0M [EYAaTH HA MAaTCPHAJIBHBI
HOCHTEIb (ITUKETKY), HE JI0MYCKAIOIIMM OT/IENeHNs
MaTepHaIEHOrO HOCHTENS OT YIAKOBKH JIEKAPCTBEHHOTO NIpenapara
Ge3 noBpexIeHUH.

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 @ material carrier (label) that does not allow the
separation of the label from the product packaging without damage.
* Ilpu nepeynakoBKe MPEnapaTa ¢ Uenb1o o6ecneueHns
TIPOCIEKHMBAEMOCTH K HOMEPY CEPHH, HAHOCHMOMY Ha BTOPHYHYIO
YHAKOBKY, Aomyckaercsa ao0asnenue LHPPo-0yKBEHHBIX CHMBOJIOB,
B CBA3U C Ye€M HOMEp CEPHH Ha NepBHYHOH/BTOPUIHOMN YNIaKOBKE
MOXKET OTNHYATHCA Ha MoGaBneHHbie TH(PO-OYKBEHHbIE CHMBOIDL.
* In case gf 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, KOJMYECTBO KANcyJl B
YHaKOBKe, IPEIYIPEUTENBHBIE HAITHCH:
«XpaHuTb B HEJOCTYITHOM JUL JIETEi MECTe», HOMep
CepHH, IaTa H3TOTOBIICHHS, CPOK TOAHOCTH («rOficH
[0%), HIHMEHOBAHHE ¥ aJpec KOMITaHNH-BIIa/eNbla
PY /npousBonuTens, OCYIECTBAAOIIErD

BBIITY CKAIOLIHI KOHTPOIIb Ka4eCTBa, HoMep
PETHCTPALIHOHHOTO Y0 CTOBEPEHHSL.

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 kapToHHO# Nayke JONONHHUTENEHO YKA3AHO:
JIOTOTHN KOMNaHWN-BAafenba PY/npoussoaurens,
OCYILECTBIIAIOLIET0 BHITYCKAMOIIHI KOHTPOJIb
KauecTsa (Ha NAaTHHHLIE), 3HAK O PETHCTPALMN
TOProBOr0 HAMMEHOBAHHA (Ha JIATHHULIE), LITPUX
k0J, rpaduueckmii cHMBOT, 0603HAYAROIIINI
OpraHsl, Ha KOTOPBIE HATIPABNEHO JcicTBHE
NeKapCTBEHHOTO CPEeACTRA, NPOH3BOACTBEHHEIE
KOJIBI JUTSL YTIAKOBOMHOTO MaTepHaa.

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.

Jlna ueneil MOHMTOPHHIA JIBMIKEHUS IEKADCTBEHHBIX
npenapatos ykasano GTIN, SN (cepuiinsrit
rno0anbHBI HIEHTHQHKALIHOHHLIH HOMEp TOProBoi
€UHHULIBL).

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 anannsa
Certificate of Analysis

[Mpenapar: Vpcodanbk, kancyisl mo 250 mr

Product: Ursofalk 250 mg Capsules

Homep cepuu: A345137

Batch No.:

Jlata nmpon3BOACTBa: 07.2025

Manufacturing date:

Ionen no: 07.2030

Expiry date:

[pouseoauTeEND: Anndamen @apbun Apunaiimurtens I'm6X, 37081 letruren, lepmanus
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

PacdacoBano/ynakoBaHo:
Packed/Packaged:

Anndamvesn ®apdbun Apunatimurtens I'm6X, 37081 Ietruren, 'epmanns
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tect™ / Test* Crneunduxauus** / Specification** PesynbTaT / Result

Xpanenue /
Storage conditions

IIpu TeMmnepatype He Boile 25°C.
Temperature not more than 25 °C.

ITpu Temneparype He Boinie 25°C.
Temperature not more than 25 °C.

5 et
5 years

Cpoxk roaaocrtu /
Expiry date

CooTBeTCcTBYET
conforms

* CcpulkH Ha MeTOJMKM Jelctylomero w3fanusa '@ PO mpuBeneHbl M KOHTPOIA KadecTBA JIEKAPCTBEHHOTO
npenapara Ha Teppuropun P®. Ha npeanpuATHH HCOBITAHUS W/HIH WHTEPNPETALHA PEe3yIbTATOB IPOBOIMTCA B
cOOTBETCTBHM TpeboBanusaMHu EBp.®D. uay METOIHK KOMIOAHHH

(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).

** [TokasaTesy, HOPMbI 1/ HIH Peakiis HOPM, IPHBEIECHHbIE B JAHHON CIEeMH(HKAIINE, MOTYT OTIHYATHCS OT
ceprudKaTa aHanM3a NPOM3BOJUTEIS B CBA3M € OTIMUHEM criequ(pHKaly MPOM3BOAUTENS OT IPHHATHIX B PD
TpeGOBaHKi K CTAHIAPTH3AUNH JAHHOH JIEKApCTBEHHOMN (OPMBI

(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
form adopted in the Russian Federation).

akioueHue: O6pa3is! penapara BeIepIKHUBAIOT HCTTEITAHUS B COOTBETCTBHH C TPeGOBAHHAMHE
HopMartuBHOTO Hokymenta I[1 N014714/01-120521, M3m. 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. 1-4.

Pe3ynpTaThl COOTBETCTRYIOT ClienH(pUKaHy.
The results meet the specification.

[Ipumeuanus: He nprmMernmo

Remarks: n/a
( )
gl .

Heilke Moichsner
Team Leader QA Pharmaceutical Projects
Cualified Person

I 4 AUG 2025

Dr. Falk Pharma GmbH/5
H Leinenweberstr. 5
ol 171/ M5 12852 teiburg i. Br., Germany

Jara u nognuce:
Date and Signature:
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Dr. Falk Pharma GmbH

Ceprudukar Ha BBIIYCK CepHH

Batch Certificate

Ha3ssauue npoaykra, 1034poBKa,
JeKapcTBeHHad (opma:
Name of product, strength, dosage form:

MHH (INN):

IIponseoautens API:
Manufacturer of API:

Homep cepun papmaneBTHYeCKOH
cyOcTaHIAM:
Batch number of API:

Pa3mep M THI YNAKOBKH:
Packaging size and type.

Crpana-umnoprep:
Importing country:

Homep perncTpanuoHHOro yA0CTOBEPeHHS:

Marketing authorisation number:

Homep cepun 1 00beM HApTHH:
Batch number and size:

Jlara npon3BojcTBAa:
Date of manufacture:

Cpox rogHocTu:
Expiry date:

IIpousBoacTBEHHBbIH Y4ACTOK:
Manufacturing site:

Cep’rmbmcar COOTBETCTBHA NTPOU3IBOAMTE/IHA

Tpeboanuam GMP:
Certificate of GMP Compliance:

Kommentapuu:
Comments:

3asBJjeHHE 0 CePTHQHKANHHA:
Certification statement;

Vpcodanek 250 Mr Kancysl
Ursofalk 250 mg capsules

Ypcome30KcHX0JeBas KMCIOTa
Ursodeoxycholic acid

HUYE C.IT.A. / bazanyio / MUranus
ICE S.P.A. / Basaluzzo / ltaly

2024120598 ; 2025030109

Kancyner 25 wr. — Gnucrepst (4 WT.) - na4ka KApTOHHAS
(100 xamcym)

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

Poccusa
Russia

ITNO014714/01
P N014714/01

A345137 (11609 ynakoBok)
A345137 (11609 packages)

07.2025
07.2030

Allphamed Pharbil Arzneimittel GmbH/ Ayndamen
Qapbun Apunaiimurrens ['M6X

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

Germany/ I'epMaHus

DE_NI_01_GMP_2025_0002 (Amidamer / Allphamed)

CMm. npunaraemblii cepTuMKaT aHaausa
See CoA attached

51, HIDKETIOAITMCABIINIACS, IOATBEPXKIAI0, UTO BHIIENPHBEICHHAS HHQOPMAIUA ABIACTCA JOCTOBEPHOM H
To4HOM. JlaHHas cepus nMpoAyKuuK OblUIa Mpou3BeAeHa (BIUTIOYAs YIAKOBKY/ MapKUPOBKY) U NPOBeIieH
KOHTPOJIb €€ KauecTBa Ha BHILIE YIIOMSAHYTHIX MPOM3BOICTBEHHBIX YHACTKAX B MIOJIHOM COOTBETCTBHH €
TpeboBaHusaMH Hamnexxameii npoussoacTBeHHol npakTiku (GMP), ycTaHOBIEHHBIMH MECTHBIM
PEryJATOPHBIM OPraHoM, a TakXKe COOTBETCTBYET TPeOOBAHHUAM, YCTAHOBIIEHHBIM IIPH €r0 rOCyJapCTBEHHOH

peructpaiyu B PD.

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

Master URC_250 mg_50_100_RU
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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.
ITpoToKOJIbI IPOU3BOCTBA, YIIAKOBKH M aHATH30B OBLTH MPOBEPEHBI U YCTAHOBJIEHO UX COOTBETCTBHE
tpeGoranusam GMP u TpeOoBRaHUAM, YCTAHORIEHHBIM MPH €70 rOCYJAPCTBEHHON PErHCTPaLH,

coagepaaliuMCi B pETUCTPAIHOHHOM O0CEE CTPaHBI-MMITOPTEPA.

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 ¥ NoJMKCE:
Date and Signature:

d Person

4 AUG 2025

Leinenweberstr, 5
i 76108 F

Master URC_250 mg_50 100 RU
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