A

& Dr. Falk Pharma GmbH

[Tpenapar:

Homep cepHu:

JlaTa npoH3BOACTBA:
lopex po:
T1poH3BOJNTENE!

PacacosaHo/ynaKkoBaHo:

CeprudukaTt aHAIN3A

BypneHo(anbk, Kancyel KHIeTHOPACTBOPHMBIE 3 MT

L21042A
04.2021
04.2024

Tozan Mapma TMEX, 79395 Hotienbypr, [epManus
Jlosan ®apma [MEX, 79427 Dmbax, ['epManus

f Teet

Creunduxanns

OnucaHue

Tpepabie KENaTHHORBIE KRCYIbI Nel,
Koprye M KpblllTeyKa — HETPO3padHbIE,
Genoro useta. ConepKuMOe Kancyl:
KpYT/Ibi€ [€JUIeTEI (rpasynet) Genoro (BCTa

Cpejinsisi Macea
conepKHMOro

M OOIHOPOJHOCTH 110 Macce
(Cb X1 wnu Erp.dapM. 2.9.5.)

406,5mr=5%
2/20 xaricy”n Mo¥KeT ObITh Gonee+7,5%
0/20 xaricyn MoxkeT Grits Gonee £ 15,0 %

PesyabTat

COOTBETCTBYET

410,6 Mr
COOTBETCTBYET
COOTBETCTBYET

Monauunocts (BRXKX,
B X/cniekTpodoTOMETPHS)

- BOXKX

- B X/cnektpodoToMeTpHS
(1HOAHO-MATPHYHBIH
JIeTeKTOP)

BpemeHa yAepHBakiLs OCHOBHBIX MHKOR HA
XPOMATOTpAMME HCTIEITYEMOro pacTBopa
MOJKHEI COOTBETCTBOBATH BpEMEHAM
yIepUBaHHA IHKOB SMHMEPOR Gyneconnia
Ha XpOMATOrPAMME CTAHIAPTHOTO PACTEOPa.

CHB!(TPBI MOTNONIEHHA OCHOBHBIX I[THKOB Ha
XpOMaTOrpaMMe HCIBITYeMOTO pactaopa
JIOTEHBI HMETh MHKCHM)(MBI MOrAoIIeHHA
[IpH TEX ke JUIHHAX BOJH, 4TO M CIEKTPHI
nukon dnuMepos OynecoHHIa Ha
Xpomarorpamme CTaHJapTHOIo pacTeopa

COOTBETCTBYET

COOTBETCTBYET

[MocTOpOHKHE MPHMECH

Ileconun — ne Gosee 0,5 %

0,07 %

(BIHX) Jio6oit etHHIIHOH
HengenTH(HUUMpOBEHHOM PHMECH
_ pe Gonee 0,5 % RRT(0,49): 0,08 %
CyMMa HeHEHTHHUMPOBAHHEIX RRT(1,34): 0,15 %
npuMecei — e Gonee 1,0 % 0,23 %
CymMMa BCex Mpumecei — He Gonee 1,5 % 0,30 %
Koau4ecTBEHHOE ot 2,85 fo 3,15 mr GyaecoHuaa B Karncyne 2,96 M
onpenenenne (o1 95% no 105 % OT 324BNEHHOTO (99 %)
(B2XX) 3HAUEHHA) J
OQIHOPOAHOCTE KoadhdHumeHT NpHeMIEMOCTH (AV) s 10 ‘ 6,2
103NPOBAHNA Karcyn He JOMKEH NpeBbIIaTh 15,0
(Enp.®. 2.9.40, B3XKX)
PacTBopenne KucsioTHas cTaius:
(ODC 42-0003-04 unu uepes 2 uaca — He Gonee 5% 1%
Esp.dapwm. 2.9.3, BIXKX) Bytepuas cTaus:
yepe3 15 MHHYT — HE Gonee 10 % 1%
yepes 60 MHHYT — He MEHEC 85% 95 %
Budenofalk 3 mg Kapseln (RU) BUC_W0003_M32P51_CRU VOL Ne015022/01-271212 13 10.09.2018




Dr. Falk Pharma GmbH

IMpenapart:

Homep cepuu:

Jlata mpoH3BOACTBA:
Fopen po:
[TpoussoauTEns:

Pacdacosano/ynakorano:

Cepruduxar anaausa

ByneHo(ansk, Kancyisl KUIETHOPACTBOPUMBIE 3 MI

L21042A
04.2021
04,2024

Jlosan ®apma TMGX, 79395 Hoitenbypr, lepmanus

Jlozan Mapma Tm6X, 79427 Dmbax, [epmanus

Tecr Cneundurauus PesynbraT
OcraToyHble opraniieckie | Fisonponason — He fonee 8000 ppm 1:4000 ppm
pPacTBOPHTENH 2:4000 ppm
(I'X)

Muxkpobnosornyieckan QO61ee 4HCIO a’podHBIX

qHeTOTA muxpoopranusmos (TAMC): < 10° KOE/r COOTBETCTRYET

(I'd X1, u. 1, ¢. 160, Ofmiee MUCTO APOKIKEBLIX H IUIECHEBBIX

kareropua 3A) rpuGos (TYMC): £ 10* KOE/r COOTBETCTBYET
E.coli: J0/mKHBI OTCYTCTBOBAT B | T COOTBETCTBYET

Vnakoska Mo 10 kancyn B Gucrep H3 TTo 10 xancyn s Gaucrepe 13
[BX/TIBAX/Aniosmitiesoit Goabru. TIBXMIBAX/AnoMunitesoii (oI,
[Mo 2 GauneTepa BMECTE ¢ HHCTPYKUMER no npumencuiio | TTo 2 Gnucrepa BMecTe © MHCTPYKLUIE! 10
B KaPTOHHYO [184KY ¢ KOHTPONEM MEPROFO BCKPHITHA. OPMMEHEHINIO B KAPTOHHOI nauke ¢
KOHTPOJIEM NEPROTO BCKPHITHA.
MapkHpoBKa Ha Gimerepe Ha Gnucrepe

Ha pycckoa A3bIke YKa3bIBaIOT: TOProBoe
HAMMCHOBAHHE NPEMNApaTa, NEKapCTEEHHYIO (hopMy,
MEIKAYHAPOHOE HEMATEHTOBAHHOE HAMMEHOBAHHE |
7103HPOBKY, HOMEP CEPHH, «rOfeH 0%, Ha3BaHHe
HUPMBL-TIPOKIBOMHTENS, OCYLIECTRAAIOME
BhIHYCKBIGIIiHﬁ KOHTRONb KH'IECTBZJ' JepxaTens
PErHCTPALIMOHHOIO YAOCTOBEPEHHA, €€ aapec
JIONOAHKTENHO YKA3BIBAIOT: IOTOTHI hHpAtbl-
aepxatess PY (Ha natiniue).

Ha nauke:

Ha pyccroM f3bIKe YKa3sIBaIOT. TOProBoe
HOMMCHOBAHHE NpEnapara, NeKapcTBEHHYIO HopMy,
JI03UPOBKY, MEMUIYHAPOAHOE HENaTeHTOBAHHOE
HaHMEHOBAaHNE, HAHMEHOBAHNE H COAEpHAHNE
neficTBYIOIEro BemecTsa B 1 kancyne B Mr, epedcHs
HEKOTOPBIX BCMIOMOraTensHLIX BeuecTs: «B coctas
BCTIOMOTATE/TEHAIX BEUIECTB BXOMAT CAXAPO3a H
NaKTO3BI MOHOTHAPAT.N, criocod npuMenenua: «llna
npHeMa BHYTPE, », YCAOBHS XPAHEHHUS, YCNORHS
OTITYCKA H3 anTeK, KOMHYECTBO KANCyn B yNaKoBKE,
npeaynpeaHTens Hy10 HAAMHCL! (c}(pamrrb B
HeJOCTYNHOM [UL JIETEH MECTE.», HOMEp CEpHH, ATy
HIrOTORACHMA, KTOACH A0, HA3BRANHHE lpl!p;\ﬂ:l‘
NPOH3BOIITENs, OCYLIECTBAAIOWETT BBIITYCKAIOWHMA
KOHTPOUL KAYLCTBY JAEPHKATENA PEriCTPAUMOHHOTO
YAOCTOBEPCHItA, €€ ANPEC, HOMED PErHCTPALHOHHOIO
YNOCTOBCPCHUA.

JIONoNHUTENLHO YKAIBIBAIOT: IOTOTHI (hHpAtht-
AepiKaTeaa perucTpauHOiHOrg YAOCTOBCPEHUA (lla
NATHHHLLE), WITPHX-KOJL, rpadHUecKHit cHamBOI,
oGo3Hadaioliii 0praxel, HA KOTOPBIE HANPaB/elo
neficTBHE NCKAPCTBEHHOIO CPEACTBA, TEXHHYCCKHE
KOABI ynakosky Ang nponssoactsa, GTIN, SN
(cepuitisiit roGanLHetii WICHTH(HKALHORHLLT HOMED
TOProBOM E/IHHHLLL).

Ha pycckom f3bIKE YKa3aHO: TOProBoe
HaHMCHOBAHHC [IPCNAPATA, ICKAPC TBEHHAR
(hopMa, MEIKAYHAPOAHOE HEMATCHTOBAHHOE
HAHMEHOBAHHE | I03HPODBK, HOMED CEPHH,
«roaeH 10», Ha3BaHNe QHpMb-
MPOMIBOAHTENH, OCYUIECTBAAIONIEH
BBIMYCKAIOULNI KOHTPOIb KauecTsa/
ZEpIKaTeNs PErHCTPALHOHHOTO
yAaocToBepeHus, ee agpec. lononuurensto
YK3aHO NOroTHN (upMel-nepxatens PY (Ha
NATHHHLE),

Ha nauke:

Ha pycckom a3blke YKa3aHO. TOProsoe
HaHMEHOBAHUE NPENapata, NEKapCTRCHHAR
dopMa, NOINPOBKA, MEAIYHAPOAHOE
HENaTeHTOBAHHOE HANMEHORAHHE,
HAHMEHOBAHUC K COACPMAHNE AEHCTRYIOIETO
BEIUCCTBA B | KanCyne B Mr, NEPEUEHs
HEKOTOPLIX BCMNOMOrATENBHLIX BELIECTB: aB
COCTAB BCNOMOraTC/IbHBIX SCLICCTB BXOJAT
¢axape3a # NAKTO3B! MOHOTHAPAT,», Crocod
npHateHeHH: «/InA npHeMa BYTDPL.), YCAOBMA
XpaHeHus, YCNOBHA OTMYCKA M3 anTek,
KOMHYECTBO KAriCy/l B YAKODKE,
NPEYNPEARTEALHAS HAANHCE: «XPAHHTE B
HCIOCTYNMHOM JUIA JIETCH MCCTE. », HOMEP
CepHH, 1Ty H3TOTOBJEHIN, «TOACH 40N,
HaszpaHue (i}"pﬂ[hl- NPOH3BOAMTENA,
ncym:c‘rmmmwpﬁ nmllycxmomnﬁ KOHTpONbL
KauecTsa/ IepIKaTens pericTpalMoOHHOIO
YAOCTOBCPCHMA, €C apec, HoMep
PErHCTPaUMOHHOTO YAOCTOBEPEHHS.
JIononHUTENBHO YK: IOTOTHIT (HPABI-
JIEPHATENR PETHCTPAUHOHHOMO YA0CTOBEPEHHA
(Ha f1aTHHHLE), ITPHX-KOA, rpadpHeckuil
cHMBON, 080IHAUAOUINT OpraKLL, HA KOTOPLIE

HanpaeIeHO NEHCTBHE ICKAPCTBCHHOIO

Budenofalk 3 mg Kapseln (RU)

BUC_W0003_M32P51_CRU V01 Ne015022/01-271212 23

10.09.2018



< Dr. Falk Pharma GmbH

Ceprudgukar ananusa

[penapar: bynenodanek, kancyisl KHILIEYHOPACTBOPHMBLE 3 MI
Homep cepun: L21042A

Jlara npou3soncrea: 04.2021

Tonen po: 04.2024

IMpousBoanTes: Jlozan Mapma 'MGX, 79395 Hoiltenbypr, epmanns
Pacihacorano/ynaxoparo: Jlozan Mapma ['M6X, 79427 Dwbax, Mepmanus

CPeICTBA, TEXHHUECKIE KOUL! YIIAKORKH 1A |
nponssoactea, GTIN, SN (cepuittit
roGansHbii KACHTHAMKAOINLIF HoMep
TOProBofi eHHIHILLL).

Xpanenne ITpn Temneparype He Boiwe 25°C. Ilpu TeMneparype e Beitue 25°C.

Cpok roanoctn 3 ropa COOTBETCTBYET

[pumenanns: HacTosuuM noATBEpIAETCA, YTO MPENApaT NPOHIBELEH B COOTRETCTBHM ¢ NCiCTBYIOLIMMH
TpeboBanuamu GMP.

3amouenue: OBpasus! npenapaTa BLIAEPAHBAIOT HCIIBITAHHA B COOTRETCTBHH C TpeGOBAHMAMK

HOpMarHBHOro mokymenTa [T N015022/01-271212, usm. 1, 2.

a -
PezynsTat; ﬁ o106peHo O He 0106peHo

Opaitbypr,

YIOMTHOMOUEHHOE THLO
Johannes Heusler

Budenofalk 3 mg Kapseln (RU) BUC_W0003_M32P51_CRU VOl Ne015022/01-271212 373 10.09.2018



Dr. Falk Pharma GmbH

CepTH(HKAT HA BBINYCK CEPUH

Hazpanue npoaykTa, 103HPORKA,
JiekaperBenuan dopma:
MHH:

Hpoussoautens API:

Paamep H THO YIAKOBKH:

Crpana-umnoprep:

HoMep pericTpaunoHHOro yA0cToOBepeHHs:
Homep cepun 1 o6bem napThu:

JlaTa npoussoacTaa:

Cpok rognocTH:

IIpon3BoacTBEHHBIH YHACTOK:

CepTHOHKAT COOTBETCTBHS IPOH3BOJNTEIS
TpeGoBaunam GMP:
Kommentapuu:

JasgBJeHHe 0 CepTHOHKAINN:

Bynenodansk 3 Mr Kancynbl KHLUIEYHOPACTEOPHMbIE

OynecoHu]
Hunyctpuane Kumuxa C.p.JL, Hranua

Karcyibl kuweyHopactsopumele (Gnuctep) 10 x 2 (nauka
KapTOHHas)
Poccusa

TIN015022/01
L21042A (28488 yn.)
04.2021

04.2024

Losan Pharma GmbH/ Jlozan ®apma ['M6X
Otto-Hahn Str. 13, 15/ Orro-Xan-IlItp. 13, 15
79395 Neuenburg/ 79395 HoitenGypr
Germany/ Tepmanns

Losan Pharma GmbH / Jlocan ®apma I'm6X
Eschbacher Str. 2 / Smbaxep-wrpacce. 2
79427 Eschbach / 79427 Dwbax

Germany / I'epmaHus
DE_BW_01_GMP_2020_0069 (Hoitentypr)
DE_BW_01_GMP_2019_0090 (Swbax)
CM. npunaraeMslii cepTUdMKaT aHamH3a

51, HKENOAMUCABIUKWACA, NOATBEPKIAl0, YTO BhILIENPHBEIEHHAN MHGOPMALMA SBISETCH NOCTOBEPHOH M
TouHoft. JlaHHan cepus nponyxuun Oblsa npoHsBeneHa (BRIIIOYAs YNAakoBKY/ MapKHpPOBKY) W IpoBelieH
KOHTPO/Ib €€ Ka4yecTBa Ha BBIIE YNOMAHYTOM IIPOH3BOJACTBEHHOM YY4CTKE B I0JHOM COOTBETCTBHH C
tpeboBanuamMu  Hamnexawei npoussopcrsenHoil npaktdkn  (GMP), yCTAHOBNEHHBIMH — MECTHBIM
PerynasTOpHEIM OpraHoM, a Taloke B COOTBETCTBHH CO creludHKallied, KoTopas COUepiuTcs B
PerucTpalHOHHOM YAOCTOBEPEHHH CTpaHbl-uMropTepa. [IpOTOKONbI MPOM3BOACTBA, YNAKOBKH H aHAIH30B
OBUIH NIPOBEPEHBI H YCTAHOBIIEHO HX cooTBeTeTRHe TpeGosanuam GMP.

Dr. Falk Pharma GmbH/ [Ip. ®ansk ®apma I'm6X Hara mopmmearms:

VTOTHOMOYEHHOE JTHIIO 13, AlG. 2070
o Ap. Tomac YnemanH
(Dr. Thomas Uhlmann) /\ //
m] Hp. Pynoned Bansreasm | i’ L
(Dr. Rudolf Wilhelm) ’
;ﬂf Horanuec Xoitcnep
(Johannes Heusler)
a Xaiike Malixcuep
(Heike Meichsner)
o Ciozanne Llsaiinep

(Susanne Schweizer)

Master BUC_3mg_20_RU_kyril.. Crpannua 1 m3 1



W 000 «/lokrop ®anbk Dapmar

HHH/KTIIT 7708658262/770701001  Mocksa, 127055, yoi. ByTeipexuii sag, 1. 68/70, crp. 4,5

Ten/are (495) 933 99 04

TlonTBep:kienie coOTBETCTBH BBO3HMOTO B Poceniickyio depepammo nexapersennoro
Hpenapara, BBOAHMOre B rpakiaHckuii obopor s Poceniickoii Mexepaumnn,
TpelOBANHAM, YCTAHOBICHHBIM PH €10 roCy1apeTBeNHoil peruerpamun

X 04 pr 4/ Ne [IC-BUC-3-20-2021-01

Bepens: 02
crp. 1 us

Toprosoe nanmenosanne
Mexitynapoanoe nenarentonanmoe
HAHMEHOBAHKHE

Jlekapersennas gpopma

Hoszuposka

Dopma BLITYCKA

Homep cepun (naprun)
Obnem cepun (naprun)
JlaTa npon3poacTea
loaen 1o

Byacnodanui
Byneconun

KANCyJibl KHIWEUHOPACTBOPHMbIE

3 mr

Kancy/bl kuweuHopacraopumbie 3 mr (Gaucrep) 10 x 2
(nauka KapToHHas)

L21042A

28488 ynarosox

04.2021

04.2024

Haumenonanune u agpec MPOM3IBOAMTENN (C YRAZANHEM CTALNI NponIBoICcTBA):

[poussoacTao rotosoeii nekapersennoii
hopater

Mepenunas ynakoska,
Bropuunas/morpeburennckas yiakonka
[pomssonurens (Brmyckamwumii
KOHTPOAL KauecTsa)
Homep u qata perucrpannonnoro
Yaocrosepenus
Homep nopmarusnoii nokysmenranmn

Haumenonanne n anpec aeprarens
PETHCTPANHONHOIO Y10CTOBEPCHUH

Jlozan Mapma I'MEX,

Orro-Xan-Ltpacce 13, 15, 79395 HoiienGypr,
["epmanus

Jlozan dapma I'mEX,

Swbaxep Ulpacce 2, 79427 Dwbax, Nepmannsa
Hp. ®anbk Gapma MwéX,
JlniinenpeGeprpacee 5, 79108 D@paiiGypr, lepmanus
TTN 015022/01 or 22.07.2008,

nepeotopmieno 28.02.2020
HIATINO015022/01-271212

Mam, Nel k HILTTNO15022/01-271212

Ham. Ne2 x HJT TTNQ15022/01-271212

p. Danbk Gapma I'vEX,
JlaiinenseGepurpacce 35, 79108 Dpaiibypr, I'epmanns

HacTosmmm __ nojTRep#ia0,  4ro  BBO3IHMBI JIEKAPCTRENHBIA _ NPENapar  CooTBETCTRYET

TpeBoBaHKSM, YCTAHOBICHHBIM 1IPH €I'0 [OCYIaPCTREHHOiT PECHCTPALHH.

Orsercraen HOC IO

4 ["axosa Enusasera Branumuposia

000 «Tokrop Pamsk Gapmay 5{/,% “ (Mlosepennocts Ne 7 o1 28.11.2019 1)

y




