Dr. Falk Pharma GmbH

[Tpenapar:
Product:
Homep cepuu:
Batch No.:

Jlara npousBoCTBA:
Manufacturing date:

I'onen no:
Expiry date:
ITpomseoauTens:
Manufacturer:

Pacgacorano/ynaxoBaHo:
Packed/Packaged:

Ceprudukar ananuza
Certificate of Analysis

VYpcodanbk, Karcysst mo 250 mr
Ursofalk 250 mg Capsules
A343036

06.2025

06.2030

Anndamen Papbun Aprmativurrens I'm6X, 37081 Terruren, I'epmanua
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Annpamen @apdun ApiHaiivurrens I'M6X, 37081 T'erruren, I'epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Teer* / Test*

Cnenuduxauus™* / Specification®*

PesyanTar / Result

Onucanue / Appearance

Teepaple, Henpo3pauHbIe KENTATHHOBEIE KATICYJIbI
No0; kpeimeuka Genoro msera, kopryc Genoro
usera. CoepxUMOe KariCyJIbl — OPOLIOK HIH
TpaHyJIbl 0esoro LBera.

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

Teepasle, HenpospauHbie
KENATHHOBBIE Kamcy sl No0;
KphINIeyKa 0e0ro LBeTd, KOpmyc
6enoro ngera. CojepikuMoe
KaricyJibl rpaHy sl Oesioro upera.

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

Cpennss Macea KancyJ/ibl 1
O/IHOPOAHOCTH 1O Macce /

Cpednsa macca:
Average weight

Average weight and 313,5 — 346,5 Mr (mg) (330,0 Mr (mg)+ 5 %) 332299=} Mr
unifm‘mity Of Weight 313.5-346.5 mg (330 mg & 5 %) £
(I'® P/ SP RF) Oodnopoduocms no macce:
Uniformity of weight
He meHee 18/20 xarcyn He Gonee + 10 % 20120
He Oonee 2/20 xancyn He Gonee + 25 % 0720
18/20 capsules not more than + 10 % 20720
2/20 capsules not more than + 25 % 0/20
OaHOpoAHOCTH AV10 emuann npenapara (karcyin) < 15,0 (L1) 4,5
posupopanus / Uniformity | i AV30 egurnng npenapara (xancyn) < 15,0
of dosage units (L1) 1 HE 0ZHOTO 2HAYECHHS WHIHBULYAILHOTO
(EBp.®. nnu I'® PO, criocob | copepikaHns B JTI0G0H e/lMHNULE Npenapara,
2/ Ph.Eur. 2.9.40 or SP RF, | xotopoe 6bu10 651 MeHee ueM (1 —L2x 0,01)M u
method 2). 6onee uem (1 + L2 x 0,01)M.L1 pasuo 15,0 m 1.2
paBHo 25,0. 45

L1: 10 units tested: Acceptance valye < 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) = M

All single values < (1+L2 % 0.01) x M
L1lis15.0andL2is25.0
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Dr. Falk Pharma GmbH

IIpenapar:
Product:

Homep cepuu:
Batch No.:

Jara npousBoacTBa:
Manufacturing date:

T'omen no:
Expiry date:
IIponsBoaurens:
Manufacturer:

Pacgacosano/ynakoBano:
Packed/Packaged:

Cepruduxar ananusa
Certificate of Analysis

Vpcodanbk, kancyns! mo 250 mMr
Ursofalk 250 mg Capsules
A343036

06.2025

06.2030

Annpamen @apbun Aprmaiimurrens 'moX, 37081 I'etruren, I'epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Anndamen @apbun Apunaiimurrens I'moX, 37081 Ietruren, ['epmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany

Tect* / Test*

Cneundurxauus** / Specification®*

PesynabTaT / Result

Mopnuunocts / Identity Bpems ynep:xiBaHHA OCHOBHOTO IIMKA Ha XpoMarorpaMmme COOTBETCTBYET
(BOXX ¢ 11opHO-MATPUYHBEIM | HCIIBITY@MOTO PacTBOpa MOJDKHO COOTBETCTBOBATh BPEMEHH
AerekTHpoBaHueM 1K B3XKX ¢ | yaepxHBaHHA OCHOBHOTO NMHKA YPCOAC30KCHXOIEBOI KHCIOTHI
pedpakroMeTpUUECKUM Ha XpoMaTorpaMMe CTaHIapHOTO pacTeopa
nerexrupoBanuem / HPLC-DAD | ypco/ie30KCHX0JIeBOH KHCIIOTE
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.
PoacTeennble mpamecH / XEHO/Ie30KCHX0IeBas KHcoTa - He 6osee 1,0 % 0,1 %
Related substances Chenodeaoxycholic acid Not more than 1.0 % 0.1%
(BOXKX ¢ JIHTOXOJIEBast KHCIIOTA - He Gonee 0,1 % <0,05 %
pedpakToMeTpUYECKUM Lithocholic acid Not more than 0.1 % <0.05%
nerekTupoBanueM [ HPLC-RID)
mobas apyras HecneUMDHIMPOBAHHAN eJMHAYHAL IPUMECE - <0,05%
He Gonee 0,1 % <0.05%
Any individual unidentified impurity Not more than 0.1 %
cymMMa npuMecei - He Oonee 2,0 % 0,1 %
Total impurities Not more than 2.0 % 0.1%
Konnuecrsennoe onpeaenenne | B | kancyne gomkHo comepxarscs ot 237,50 mo 262,50 mr 246,70 mr

/ Assay

(B2XKX ¢ qHOIHO-MATPHUHBIM
IerekTUpoBaHueM unu BOXXX c
petbpakToMeTpHIECKAM
aerektupoBanueM / HPLC-DAD
or HPLC-RID)

(95 — 105 % oT 3aABIECHHOTO KOJHUYECTBA)
237.50 - 262.50 mg/capsule
(95 — 105 %) of the amount claimed

246,70 mg/capsule

PacTteopenne / Dissolution He menee 70 % (Q) C24HaoO4 (ypcone30KCHXOIEBOH KHCIIOTHI) 88 %
(BOXX / HPLC) yepes 60 MuH.

Not less than 70% (Q) CaH 1004 (ursodeoxycholic acid) in 60 min. 88 %
MuxkpodHnojorayecKas Odmee uucno a3pobHbIx Mukpoopranusmos < 10° KOE/r < 50 KOE/r
gucroTa / Microbial TAMC < 10° cfi/g < 50 cfivg
enumeration test Of11iee 9HCIIO APOKKEBBIX M MJIeCHEBLIX rpubos < 102 KOE/r <5 KOE/r
(T'® PD kareropus 3A, win TYMC < 1(F ¢fu/g <3 cfug
Enp.®. / SP RF, category 34 or E.coli: nomwkuet oTcyTeTBOBaTE B 1 T Or

E.coli: absent/g Og

Ph.Eur.)
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Dr.

Falk Pharma GmbH

Cepruduxkar anannza

Certificate of Analysis

TIpenapar: Ypcodansk, kancymnst mo 250 mr
Product: Ursofalk 250 mg Capsules
Homep cepuu: A343036
Batch No.:
Jlata mpou3BOACTRA: 06.2025
Manufacturing date:
T'open mo: 06.2030
Expiry date:
TIpomssoauTEND: Anndamen Gapbmun Apunaiimurrens TmM6X, 37081 [etruren, Iepmanns
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Gottingen, Germany
Pacdacosano/ynakoBano: Anndamen @apbun Apunaitvuarrens I'M6X, 37081 Tetruren, Iepmanus
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Tect* / Test* Crneunpuxannsa™* / Specification** PesyasTar / Result
Yhakoska / [Mpouzsoautens: Anndamen Gapbun Ilo 25 xancyn B amomunuit/TIBX Gnucrep; mo 4
Packaging Apunativurrens I'm6X, Tepmanus G1McTepa BMECTE ¢ HHCTPYKLMEH 110 IPUMEHEHHIO B

ITo 25 xancyn B amomunuit/TIBX 6ucrep; no 2 u 4 Gnuctepa
BMECTE C MHCTPYKIHEH 110 NPHMEHEHHIO B AYKy KapTOHHYIO C
KOHTPOJIEM NEPBOTO BCKPHITHA.

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

nayuKe KAPTOHHOI ¢ KOHIPOJIEM NEPBOTO BCKPHITHSL,
25 capsules in aluminum/PVC blister; 4 blisters with
instruction for use in carton box with first opening
control

MapxupoBka /

IlepBuuHas yHaKoBKa

IepBHUHAS YIAKOBKA

. Primary packaging Primary packaging
Labelling i i
Ha 6nucrepe, Ha pycckoM M AHTNMICKOM A3BIKAX YKA3BIBAIOT: Ha Gnucrepe, Ha pycckoM H aHIIMIACKOM A3BIKAX
TOProBOE HAUMEHOBAHNE MPENapaTa, IEKApCTBCHHY0 QopMy, YKA3aHO: TOProBOE HAMMEHOBAHKE TIpeNapara,
MHH, 51031poBKy. nekapcteenHas gopma, MHH, nosunposka.
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 Gnuctepe, Ha pyccKoM sI3bIKE YKAIBIBAIOT: HOMEp cepun®, cpok | active substance; strength
FOJHOCTH («IOZEH JI0%), HANMEHOBAHHE H aApec KOMIaHHu- Ha Gnucrepe, Ha pycekoM SI3BIKE YKA3aHO: HOMEp
Branensua PY/mponssoaurens, 0cyECTBAAIOMETO BEIMYCKAIOMMIA | CEPMH, CPOK NOAHOCTH ((IOJIEH JI0»), HAUMEHOBAHHE
KOHTPOJIb KauecTna. H aJipec KoMnaHuu-snazensua PY/nponssonurens,
On a blister in Russian indicate: batch number*, shelf life (“best OCYIIECTBIAIOMIErO BBITYCKAIOIIHH KOHTPOE
before:"); name and address of the company-owner of the KayecTsa.
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 faucrepe, Ha JaTHHALE YKA3BIBAIOT: 3HAK O PEHCTPALIMH company-owner of the registration certificate/
TOProBOr0 HAMMEHOBAHMSL, IOFOTHI KOMMIAHHH-BANCTbIA manufacturer performing batch release quality
PY/mpon3BoanTe s, OCYMECTBIIAOUIEIO BEITYCKAIOMHA KOHTPONIE | confrol).
KauecTsa. Ha Gnuctepe, Ha TATHHULE YKA3AHO: 3HAK O
On a blister, in Latin indicate: trade name registration symbol; logo | pernctpaunu TOprosoro HAMMEHOBAHHS, IOTOTHIT
of the company-owner of registration certificate/manufacturer KoMnaHHu-BIagensua PY/mpoussoautens,
performing batch release OCYILECTBIIAIOWIETO BBITYCKAONINI KOHTPONE
KauecTsa.
Bropirinan ynaxoska On a blister, in Latin indicated: trade name
Secondary packaging " registration symbol; logo of the company-owner of
Ha xapTOHHO# na4ke HA PYCCKOM ¥ AHTIIHIACKOM SI3bIKax registration certificate/manufacturer performing
YK23BIBAOT; TOProBOC HAMMCHOBAHHE TPETIAPATA, NICKAPCTBEHHYIO | posod ot co
dopmy.
On carton box in Russian and English indicate: trade name of the Bropuunas ynakoBka
drug; pharmaceutical form. Secondary packaging
Ha kapToHHO#H nayke Ha pycckoM A3bike ykassipaior: MHH, cnocoG | Ha KapToHHOI auke Ha pyCCKOM M aHTIMIACKOM
npumMenenus («Jlng npueMa BHYTPEY), 103MpoBKY, «OHA Kancyna | A3bIKAX YKa3aHO: TOPrOBOE HAMMEHOBAHHE
ComepkHuT: 250 MI YPCoAEe30KCHXO0JICBOH KHCIIOTE, YCIOBHS Tnipenapara, ilekapcTeeHHas opma.
XPaHEHUs1, YCIOBUSA OTIYCKa, KOJIMYECTBO Karcy/l B yNaKOBKe, On carton box in Russian and English indicated:
TIpenynpeauTe IbHbIE HAAMUCH: « XPAHHUTE B HEAOCTYITHOM IS trade name of the drug; pharmaceutical form.
nieTeil MecTer, HOMED cepHH*, IaTy H3TOTOBNCHMA, Cpok rogHocTyt | Ha KapTOHHOI MayKe Ha PYCCKOM A3bIKe YKA3aHO:
(«rojieH 10»), HAMMEHOBAHME M ANPEC KOMIAHHH-BIAaKensIa PY MHH, cniocob npumenenns («Jns npuema
/NPOH3BOIMTENA, OCYIIECTBIISIOLIETO BBIITYCKALIMH KOHTPOb BHYTPb»), 103MpoBKa, «OIHa KaIcyia CoAepIHT;
Ka4ecTBa, HOMEP PETMCTPALIMOHHOIO Y I0CTOBEPEHHUA. 250 Mr ypcoe30KCHX0IeBO KHCIIOTELY, VCIOBUS
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Dr. Falk Pharma GmbH

ITpenapar:
Product:

Howmep cepumn:
Batch No.:

[ara npousBojcTBa:
Manufacturing date:

I'open no:
Expiry date:

[IpousBoauTens:
Manufacturer:

Paciacorano/ynakosaHo:

Packed/Packaged:

Cepruduxar ananuza

Certificate of Analysis

Ypcodanbk, kancysl no 250 mr
Ursofalk 250 mg Capsules
A343036

06.2025

06.2030

Annbamen Papoun ApunakiMurrens ['M6X, 37081 Tetturen, Iepmanus
Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Anndamen ®apbun Apunaiimurrens I'm6X, 37081 Tetruren, lepmannus

Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Teer* / Test*

Cneunduxauusn** / 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 baich release;
registration certificate number,

Ha kapToHHO# auKe JOMOMHATENBLHO YKA3BIBAIOT: NOTOTHN
KoMNaHuK-BRajensua PY/mpouseoaurens, OCy IECTBIAIOMETO
BBIITY CKAOIMIA KOHTPO/IL KauecTea (Ha NIATHHULIE), 3HAK O
PErHCTPALIMH TOProBOr0 HAHMEHOBAHMS (Ha JIATHHHIE), IITPHX KO,
rpafuyecKuit CHMBOJL, 0603HAYAKOLIMI OPIaHb, HA KOTOpHIE
Halpar/eHo JISHCTBHE IEKAPCTBEHHOTO CPEICTBa,
POM3BOACTBEHHBIE KOJIBI JUTA YTIAKOBOUHOTO 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 cades for packaging material.

[l neneli MOHMTOPHHTA JIBHIKEHHA JISKAPCTBEHHBIX NPENAPATOR
yxaspiBarotess GTIN, SN (cepriinplii rnofansunii
HACHTH(HKALHOHHbL HOMEpP TOProBOM €JIMHHIIB) METOZIOM
THHOTPa()CKOi NeYaTH WM METOIOM NIEYaTH Ha MATEPHAIILHbIIT
HOCHTEND (ITHKETKY), HE JOMYCKAOIINM OTAEEHNA
MarepHalbLHOrO HOCHTENA OT YNIAKOBKH NEKapCTBEHHOTO Npenapara
663 NoBpesKACHHH.

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.
* Ilpu nepeynakoBke penapaTta ¢ UMbt ofecnedenus
NPOC/EKMBAEMOCTH K HOMEDY CEPHH, HAHOCHMOMY Ha BTOPHYHYIO
YOaKOBKY, Homyckaercs no0asneHue uu(po-6yKBEHHBIX CHMBOJIOB,
B CBSI3H C YeM HOMEP CEPHH Ha IePBHYHOH/BTOPHYHOIT yTaKOBKE
MOKET OT/IMYATBCS HA N0OaBNeHHEBIE I PO-OYKBEHHEIE CHMBOJIEL.
* 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.

XPaHEeHHs], Y CIIOBHA OTIYCKA, KOJIMHMECTBO KATCYIl B
YNAKOBKe, Npe/IynpeuTenbHbIE HAMITHCH:
«XpaHuTE B HEAOCTYITHOM JUTA IeTeil MecTe», HoMep
CEPHH, JATa H3rOTOBIEHHS, CPOK FO/IHOCTH («ToIeH
JI0%), HAUMEHOBAHHE H [PeC KOMIAHHH-BIIAJIENbIA
PV /nponzeoaurens, 0CyMECTRIAIOMLErO
BELIIYCKAIOWMH KOHTPOIIb KAYECTBA, HOMEP
PErHCTPALIHOHHOTO Y I0CTOBEPEHHMS.
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 kapTonHoii niauke JOMOMHUTENEHO YKA3AHO:
JIOTOTHII KOMIIAHAH-BIIiens1a PY/nponzsoantens,
OCYILECTBIIAFOUICTIO BhINYCKAIOIINI KOHTPONL
Ka4ecTBa (Ha JIATHHHMIIE), 3HAK O PErHCTpaLu
TOProBOr0 HAUMEHOBAHUA (HA JTATHHHIIC), INTPHX
KO, rpaudeckuii cuMBo, 0003HAYAOLIHIH
OpraHel, Ha KOTOPBIE HANPABIIEHO JeiicTBHE
NIEKAPCTBEHHOTO CPECTBA, POU3BOACTBEHHBIC
KOJIbI /U1 YIAKOBOMHOIO MaTepHaa.
On carton box additionally indicated: 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.
[1a teneil MOHHTOPHHIA NBHIKEHHS JIEKAPCTBEHHEIX
npenaparos ykazano GTIN, SN (cepuitnbiii
rioGaneHeI MAEHTH(PHKALMOHHEI HOMEp TOProBoii
©MHHLIEI).
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 anaiusa

Certificate of Analysis

ITpenapar: Ypcodansk, kancymsl mo 250 mMr
Product: Ursafalk 250 mg Capsules
Howmep cepum: A343036
Batch No.:
JlaTa npousBoJICTBA: 06.2025
Manufacturing date:
I'open no: 06.2030
Expiry date:
IMpousBoauTenk: Anndamen ®apbun Apnraiimurrens I'm6X, 37081 Tetruren, ['epmanns
Manufacturer: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany
Pactacopano/ynakoBaHo: Annbamen @apoun Aprmaiivurrens 'm6X, 37081 Ietruren, Iepmanus
Packed/Packaged: Allphamed Pharbil Arzneimittel GmbH, 37081 Géttingen, Germany

Teer* / Test* Cneundurxanusa®* / Specification* PesyabTat / Result
Xpaneunue / [Tpn Temnepatype He Bhitme 25°C. IMpu Temniepatype e BBIIIE 25°C.
Storage conditions Temperature not more than 25 °C. Temperature not more than 25 °C.
Cpok roanoctn / 5 ner CooTBETCTBYET
Expiry date J years conforms

* CcpUIKM Ha METOAMKH JelcTBylollero msgaHus '@ PO npuBepeHsl s KOHTPOJS KA4ecTBA JEKAPCTBEHHOTO
npenapara Ha TeppuTopuH P®. Ha npeanpuaTiy WCOBLITAHHA H/WIM HHTEPIpPEeTalus pPe3yNbTaTOB NPOBOAMTCA B
COOTBETCTBHH TpeGoBaHHAMHE EBp.MD. WM METOIUK KOMIIAHMK

(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 resuits
in accordance with the requirements of the Ph. Eur., or in-house methods).

** TloxasaTels, HOPMbI /MM PeJAKLHs HOPM, TIPHBEIEHHBIE B TAHHON CreU(HKALMH, MOTYT OTIIMYATBCA OT
cepTu(pHKaTa aHaIK3a NPOH3BOIUTENA B CBS3HU C OTIHYMEM CHELH(UKALHH MPOU3BOIUTENS OT IPHHATHIX B PO
TpeboBaHmi K CTaHJapTHU3ALIHK JaHHOM JIeKapCcTBEHHOH (hopMBbI

(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).

3arno4eHHe: OBpasiel npenapaTa BRLISPKHBAIOT HCIBITAHUS B COOTRETCTBHH ¢ TPeOOBAHHAMU
HopmarusHOTo MoKymeHTa IT NO14714/01-120521, 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.

PesyneTarel COOTBETCTBYIOT CIEUU(MKALHH.

The results meet the specification.

ITprmeqanus: He npumennmo

Remarks: na

Jara u moarmMce:
Date and Signature:

06 AUG 205

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

Cepruduxar Ha BbINyCK CepHH
Batch Certificate

Haseanne npoaykra, 103HpoBKa,
JlekapcTBeHHasn (popma:
Name of product, strength, dosage form:

MHH (INN):

IIpoussoaurenn API:
Manufacturer of API:

Howmep cepun dapmanesranueckoi
cyOcTanmuu:
Batch number of API:

Pazmep u THI yNAKOBKH:
Packaging size and type:

Crpana-umnoprep:

Importing country:

Homep perncTpanuoHHOIo y10CTOBEpPEHHS:
Marketing authorisation number:

Homep cepuu n 06beM napruu:
Batch number and size:

JaTta npon3eoacrea:
Date of manufacture:

Cpoxk rogHocTH:
Expiry date:

IlpousBoacTBeHHBIH yUACTOK:
Manufacturing site:

CepTHQUKAT COOTBETCTBHNA NPOU3BOIHTEISE
TpeboBannam GMP:
Certificate of GMP Compliance:

KommenTapun:
Commenis.

Master URC 250 mg 50 100 RU

Vpcodanbk 250 Mr Karcyis
Ursofalk 250 mg capsules

Vpeoaesokcuxonesas KHCJIOTa
Ursodeoxycholic acid

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

2024120613;2024110574

Kamncyser 25 mr. — 6mmcteps! (4 1wt.) - navka KapToHHas
(100 xancyn)

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

Poccusa
Russia

IIN014714/01
P N014714/01

A343036 (11537 ynakoBok)
A343036 (11537 packages)

06.2025
06.2030

Allphamed Pharbil Arzneimittel GmbH/ Anndamen
@apbun Apunaiivarrens I'm6X

Hildebrandstrasse 10-12/ Xunsae6panmurpacce 10-12
37081 Géttingen/ 37081 IerTurren

Germany/ 'epmanus

DE_NI_01_GMP_2025 0002 (Anndamex / Allphamed)
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Dr. Falk Pharma GmbH

3asnBaenme o cepTupuKanAN:

Certification statement:

1, HIOKeTOANUCABLIMACS, TOATBEPAIALD, UTO BEINIETIPHBEICHHAS HHMOPMALHS SIBISIETCS JOCTOBEPHOH H
TOYHOM. /laHHas cepus MpoAyKiMK Obijla Ipou3BeieHa (BKII0Yas YIaKOBKY/ MAPKHPOBKY) M MPOBEJIEH
KOHTPOJIb €€ Ka4eCTBa Ha BhILIE YNIOMIHYTHIX IPOU3BOJICTBEHHBIX YYaCTKaX B MOJHOM COOTBETCTBHH C
TpeboBanusamu Haanexxaweii npoussoctBeHHoM npakTuku (GMP), ycTaHORIEHHBIMUA MECTHBIM
PeryasTOpPHBIM OPraHoM, a TAKKe COOTBETCTBYET TPeDOBAHMAM, YCTAHOBJIEHHBIM IIPH €10 TOCYIAPCTBEHHOM
peructpauuy 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
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.
IIpOTOKO/IBI IPOKU3BOCTRA, YAKOBKH M aHAIM30B OBUIH IPOBEPEHBI H YCTAHORJICHO MX COOTBETCTBHE
TpebosarusamM GMP u TpeGoBaHHAM, YCTaHOBIIGHHBIM [IPU €r0 rOCYApCTBEHHOM PErHCTPALIHH,
CONEPIKAIIMMCS B PETHCTPAIIMOHHOM JIOChe 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.

JaTa u moanuce:
Date and Signature:

johannes Heusler
Head gf Quality Contro!
Qualified Person
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Master URC 250 mg 50 100 RU 2/2 Batch number: A343036



