Dr. Falk Pharma GmbH

[Ipenapar:

Cepust Ne:

JlaTa npou3BoACTBa:
Tonen no:
[Tpou3BOAKTENB!

PacjacopaHo/ynakoBaHo:

CepTu(UKAT aHAIU3A

Canodasibk, rpaHy/ibl KHIIEYHOPACTBOPHMEIC C NPOJIOH
BLICBOGOMK/IEIHEM, IOKpEITEIE 080n04Kolt no 500 Mr

L21005A
01.2021
01.2025

Jlosan ®apma [M6X, 79395 Holienbypr, [epmanus

Jlozan dapma IMEX, 79427 Dwbax, Cepmanus

rHpOBaHHBIM

TecT Creundrauns PesynbTar
Onucanue [pasybl LWHIHHAPHYECKOH HIIH apoobpasHoi COOTBETCTBYET
BusyanbHbii dopmbl cepoaro-Gesioro uBeTa.

Paamep rpamnya’ He mexee 90 % rpanyn — ot 0,9 1o 1,6 Mm 99 %
I'd XII1, curosoit ananns | He Gonee 5 % rpairysl — MeHee 0,9 MM <1%
OaHOpPOAHOCTDL KoauuueHT nprHemMnemMoct AV — He Gonee 15 2.3
Hosuposarisi '
Esp.®. 2.9.40 um I'® XIII
Cpeaiisisn Macea TlakeTb 500 Mr: 930 Mr=3 % 935 wmr
COAEPAHMOTO YNaKkoBKi '
Esp.®. nau M XIII
[MoaAnHHHOCTD
BOXKX
Bpems ylepKHBaHH OCHOBHOrO MHKa Ha COOTBETCTBYET
XpOMaTOrpaMMe HCIbITYeMOro pacTBopa N0JIKHO
COOTBETCTBOBATh BPEMEHH YACPKHBAHHI OCHOBHOTO,
[11Ka Ha XPOMATOIrpamMMe CTaHAapTHOrO pacTeopa
LC-1.
BOWX/YD- Y ®-crekTp, CHATBIH B MBKCHMYMe OCHOBHOIO MHKa COOTBETCTBYET
creKTpoOTOMETPHA HA XPOMATOrPaMMe HCTIBITYEMOTO pacTBopa B
(AMOAHO-MATPHYHBIH o6nacTH anux BonH oT 220 HM 10 360 1M, LOMWKEH
AETEKTOP) cooTseTcTBOBATh Y®-CNIEKTPY, CHATOMY B
M@KCHMYME OCHOBHOTO MHKa Ha XpOMaTOIrpaMmMe
cranpapTHoro pactsopa LC-1 B TeX e yCIOBHAX.
Koauuecreenuoe 01 95,0 1o 105,0 % 0T 3aAB81CHHOTO KOJIMYECTBa. 99,7 %
Onpenenenne (BOXX)
PojgeTBeHHble NpUMeECH 2,5-nuruapokcubeH30iHas KHCI0Ta
(BOXX)
— ne Gonee 0,15 %; < 0,05 %
moGoit npyrolt eAMHUUHO#H IPUMECH
— He Gonee 0,1 %; <0,05%
cyMMa HeHJIeHTH(HUIPOBaHHBIX npumecei
— nHe Gonee 1,0 %; <0,05%
cymma Beex npumeceii — ne Gonee 1,0 % <0,05%

Salofalk Granu Stix 500mg (RU)
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Dr. Falk Pharma GmbH

IIpenapar:

Cepusa Ne:

JlaTa npoun3sojicTea:
[onex no:
[Tpou3BoOaHTEND:

PacdacosaHo/ynakoBaHo:

Cepruduxar ananusa

Canodanbk, rpanyJisl KHILEYHOPACTBOPHMbIC C MPOTOHIHPOBAHHLIM
BLICBOGOICAEHHEM, TOKPLITEIE 00010uKoil Mo 500 Mr

L21005A
01.2021
01.2025

Jlosan dapma I'MG6X, 79395 Hofenbypr, Tepmanns

Josan ®apma ['MEX, 79427 Dwbax, Iepmanis

yeckast unerToTa
(T XII (kateropus 3A)
unu Esp.d)

OGwee uncio a3pobHbIX MUKPOOPTAHH3IMOB

(TAMC): < 107 KOE/r
OB1ee YNCIO0 APONIKEBBIX H IIECHEBBIX TPHOOB
(TYMC): < 10° KOE/r

E.coli: 10JOKHEl OTCYTCTBOBATh B 1 1

Tecr Cneundraunn PeaynnTar

Pactoopenue ! KuenotHas cTafius:

Esp.®. wu ' XIII, He Gonce 10 % MecanasnHa yepe3 2 4 1%

Y- Bydepuas cragus.

cnekTpodOTOMETPHA yepea 0,5 4 — ot 10 10 30 % Mecanasuna; 15-18%
yepe3 2 u— ot 40 0o 60 % mecanainta; 45-50%
yepes 7 u — He meHee 80 % mecanasnna 87 %

OcTraTouHbie

oprainHveckue

pPacTBOPHTEIIM

rx Sranon — ne Gonee 12500 ppm (1,25 %) 11000 ppm (1,10 %)

Mukpogonori-

yKa3bIGaiont: TOPrOBOE HAMMEHOBaKHE, IEKAPCTBEHITYIO (opMy,
JI03HPOBKY, MEKAYHAPOAHOE HENATEHTOBAHHOC HAHMEHOBAKHE,
naasanme Qupmpi-snanensua PY/ocywectsaniowen
BBINYCKAIOLLHI KOHTPOML KAYECTBA, HOMEP CEPHH, KTOACH 10N,
npeaynpeanTensHbe Hannich: «/4ng npuema snyps. He
paskesLIBaTh.», «OTKPLIBATL 3AECHY, TEXHIYECKHE KOABI
YIAKOBKY JUiA IPOH3BOACTBA.

Ha emopuynoii ynaxeeke (KapRIOKHON nauke) na pyccros A3vike
yKG3IbIGAION; TOPTOBOE HAHMEHOBAHIE, 103HPOBKY,
MEIKAYHAPOAHOE HENATCHTOBAIHOE HANMCHOBAHKE, COCTAD
(Ha3saHse 1t conepkanue aciicTaylollero sewecTsa b 1 nakete),
nekapeTselnyto Qiopmy, (JapMakoTepancBTHYCCKYHO rpynmny,
YCNOBHA XPAHCHHI, YCNOBHA OTNYCKA, HOMED CCPHH, «roliCH 10»,
JaTy MIrOTORJEHMA, cr1ocol npuserenna: «/lns npuema
BHYTPE.)), MPEAyNPEAHTENbHEIC HAAMHCH: «XPaHHTb B
HENOCTYNHOM A acTeil mecte.», «B cocTan BernomMoraTesibibix
BCLUECTB BXOLMT ACMAPTAM.), HOMEP PCHCTPAIHOHHOIO
YIOCTOBEPCHIA, KONMYECTRO NAKeTOB B kapToHHOM navke,
WITPHX-KOL, NOroTHN (HpMEI Blagensua PY/ ocywectensiiowed
BLIMYCKAOLLUHMIT KOHTPO/b KA4ECTBA (B NATHHCKOM
TPAHCKPHIILAN), HA3BAHHE (PHPMBI-BRANENbLA
PY/ocywectsasiouiedt BpITycKalownit KONTPOJIL kauecTna u ¢e

YhnakoBKa [o 930 mr nnwn 1860 Mr B NOnM3ITHAEHOBLIA [1AKET, Mo 930 Mr B NOAMITIIECHOBEI NAKeT,
NaMiMPOBANHBIA anioniHitesoi donsroit; no 50 naxetos NaMHHHPOBAHHBIH 2NIOMIHKCBOMN
BMECTE ¢ MHCTPYKLMEH N0 MPUMEHEHHIO NOMELLAIOT B (onsro#i; no 50 nakeTos BMECTE C
KapPTOHHYIO NayKy ¢ KOUTPOAEM NEPBOro BCKPLITHS, WHCTPYKLMER O NPHMEHEHNIO
MOMELLAIOT B KAPTOHHYIO NayKy ¢
KOHTPOJIEM TIEPBOro BCKPLITHA.
MapKup()BKa Ha nepsuwnoli ynaxoske (naxeme) na pycckom Asvixe | Ha nepeuunoii ynaxoexe (nakeme) na

‘| pyccrons A3vixe ykazano: TOprosoe

HAaNMEHOBAHIE, NEKapCTBCHHAR dopMa,

| ro3uponka, MelcLyHapoanoe

HENaTeHTOBAHHOE HAMEHOBaHHE,
HassaHHe (pHpMBbI-BAaAfE/IbLA
PY/ocyluecTpaAsIOWEN BbINYCKAIOWLHIl
KOHTPOJib KAYECTBA, HOMEP CEPHH,
«rojieH 0%, NPEAYNpeAnTe/IbHbIE
nannuck: «[laa npiema BHyTps. He
paABKEBBIBAT,», «OTKPLIBATE 3AECHY,
TeXHHYECKHE KOJLI YNAKOBKH LA
TIPOM3BOJACTRA.

Ha smopuuriolt ynaxoske (kapmonnoi
NAuKe) Ha PYCCKOM RIbIKE YKA3AHO:
TOProBOE HaHMEHOBAHNE, J03HPODKE,
MEIKIIYHAPOJIHOE HEMATEHTOBAHHOE
HAHMCHOBAHHE, COCTas (HazBaHHe H
cojepikaiie ACHCTRYIOWErO BEIECTEA
B 1 nakere), nekapcrecHias (opma,
(papMaKoTEpANeBTHICCKAA IPYNNa,
YCIOBHS XPAHEHHA, YCIOBHSA OTTYCKa,
HOMEp CEPUH, «rOJeH 0%, 1aTa

Salofalk Granu Stix 500mg (RU)

SAG_W0500-1000__M32P31_CRU V04,

ND JI-000158

2/4 16.05.19




Dr. Falk Pharma GmbH

[Tpenapar:

Cepusi Ne:
Jlata npoM3BOICTBA;
lonen po:

[TpoussoauTenb:

Pacjacosano/ynakosano:

CepTudukar aHaausa

Canodanbk, rpaHybl KHIWEHHOPACTBOPHMbIE C MPOJOHTHPOBAHHBIM
BLICBOOOKAEHHEM, MOKPBIThIE 06onoukoi o 500 mMr

L21005A
01.2021
01.2025

Jlo3an ®apma I'm6X, 79395 Hoilenbypr, 'epmanus

Jlozan ®apma I'M6X, 79427 Swbax, epmanua

Tecr

Cneunrauns

PesyabTar

anpec, rpadudeckuii cumpo, 0603HAYAOLLI OpraH, Ha KOTOpoe
HanpaslcHo neﬁmuc NEKApCTBEHHOrO npenapara, TEXHHUECKHE
KOkl ynakonku i npoussoactsa, GTIN, SN (cepuiinbii
rioGans bl HACHTH(PMKILMOHHBIT HOMED TOProBOil CAHHKILLI).

H3TOTOBJICHILA, CNOCO0 NpHMENENHs:
«J1ns npuHeMa BHYTPb. ),
npeaynpeaAnTENbHbIE HAIIHCH:
«XpaHuTb B HEACCTYNHOM IR ACTEH
Mecte.», «B cocTas BcnoMmoraTesnibHbIX
BELLECTB BXOJHT ACNapTaM.», HOMEp
PErHCTPALUNOHHONO YAOCTOBEPEHILA,
KOJIHYECTRO NAKETOB B KAPTOHHOI
nawke, WTPHX-KOM, NoroTHn (upMal
snanensua PY/ ocymecrensiouieit
BbIMYCKAIOLIHI KOHTPOML Ka4ecTna (B
NATHHCKOM TPAHCKPHITUHIL), HA3BAHHE
(pmpmbl-BaanensLa
PY/ocywecTeasioweli buinycKaloui
KOHTPOJIb KA4ECTBA I €€ ANpEC,
rpatmsecknit cumpon, obosnayaioumii
OpraH, Ha KOTOPOE HarnpapneHo
ZeficTBIIe IEKApPCTBENIOrO npenapara,
TEXHHYCCKHE KOADI YNAKOBKH JUIA
nposssoactsa, GTIN, SN (cepuiinbii
roGansnstit HaeHTH NKAIMOHHDIH
HOMEP TOProBoi €JIMHHLEL).

Salofalk Granu Stix 500mg (RU)

SAG_W0500-1000__M32P51_CRU V04; ND JII1-000158
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Dr. Falk Pharma GmbH}

CepTuurar aHATN3A

Ilpenapar: Canotanek, rpaHyibl KHLIEY HOPACTBOPHMBIE C MPONIOHHPOBAHHBIM
BLICBOOOMEHUEM, [IOKPBITLIE obosnoukoii no 500 mMr
Cepns Ne: L21005A
JlaTa npoMu3BOACTBE! 01.2021
Fones no: 01.2025
[TpousBojnTENS: Jlozan ®apma I'MGX, 79395 Hoftenbypr, ['epmannd
PacdiacoBaHo/ynakoBaHo: Jlozan Papma [MEX, 79427 Swbax, [epmanus
Tecr Cneundprauus PesyaeTar
Xpanenue XpaHuTh NPH TEMMEPaType HE BLILLE 25%C. XpaHHTE NpH TEMMNCPATYpe HE
puiwe 25°C.
CpoK roaHocTi 4 rona COOTBETCTBYET J

D Cebinkn Ha Merouky ' X111 npuseliens! 1uis KORTpOIA KayecTBa JIEKApPCTBEHHOrO NpeTapara Ha TEPPHTOPHH
P®. MeToauky ['® XIII npon3BoaHTENEM HE UCTIONB3YHOTCA.

[Ipumeuanus: HacTosLuiM MOLTBEIKAAETCS, YTO Npenapar Npou3Be/eH B COOTBETCTBHHU C
neficteytoutmy TpeGosanuamu GMP.
3awoueHHe: OGpa3isl Npenapara BbIACPKHBAKT HCMbITaHMA B COOTBETCTBHM € TPEOOBAHHAMH

HOpMATUBHOIO AOKYMEHTA JITI-000158-201118, Ham. Nel.

PesyabTat: = onoGpeHo O He 0n00peHo
Opalibypr, P o] ; » e .
R e o .

VY 10AHOMOUEHHOE JIHLO

Heike Meichsner

Salofalk Granu Stix 500mg (RU) SAG_W0500-1000__M32P51_CRU V04; ND JIN-000158 4/4 16.05.19




Dr. Falk Pharma GmbH

Cepruduxar Ha BLINYCK CepUH

PC3yHLT3TLI aHaau3a:

Hazganue npoayxra, 103HpOBKa, Canodanbk, rpaHy/ibl KULIEYHOPACTBOPHMBIE C
Jiekapersenias gopma: MpPOJIOHIHPOBAHHEIM BEICBOOOMKIEHHEM, NOKPLITLIE
obosnoukoi ro 500 mr

MHH: Mecanasun

Hpoussoaurens APIL: ®apmauenn (Buzar) [patieer Jlumuren, Huaus
PazMep H THI YHAKOBKH: 980 mr - maketsl (50 1WT.) - Na4KK KAPTOHHBIE
Crpana-umMnoprep: Poccus

Homep perucTpannonioro yiocrosepenus: JIT1-000158

Homep cepun u o6bem napruun: L21005A (7411 yn.)

JaTa npou3BojicTBa: 01.2021

Cpoxk rogsocTn: 01.2025

IIpousBoacrBenbIil yuacTOK: Losan Pharma GmbH/ Jlozan @apma 'mM6X

Otto-Hahn Str. 13, 15/ Orro-Xan-LTp. 13, 15
79395 Neuenburg/ 79395 Holienbypr
Germany/ I'epmanus

Losan Pharma GmbH- Werk Eschbach / Jlozan ®apma
['M6X — 3apog Jwbax

Eschbacher Str. 2/ Dwbaxep Ultp. 2

79427 Eschbach/ 79427 Dwbax

Germany/ I'epmanus

CepruduKaT COOTBETCTBHSA NPOH3BOAHTEISN DE_BW_01_GMP_2020_0069 (Jlozan HoitenBypr)
Tpeboauunm GMP: DE_BW_01_GMP_2019_0090 (JIozan Swbax)

PesynbraTer anannsa: CM. cepTudukar aHanusa

JasuBjienne 0 cepTudHKALNK:

S, HIKeTOAMUCABIUMIACH, MOATBEPHKAI0, HTO BhILUENPHBELCHHAs HH(OPMALMA ABIISETCS IOCTOBEPHOH M
To4HON. [laHHas cepus npoaykunu Oblta mpouseeneHa (BIJIKOHas YNakosKy/ MapKHPOBKY) M IpOBeAeH
KOHTPOJNbL €€ Ka4eCTBA HA BbILIC YNOMAHYTOM IIPOM3BOACTBEHHOM YYACTKE B IOJIHOM COOTBETCTBHH C
Tpebosannamu  Hamnexameit npouseoactenHodt npaktukd  (GMP), yCTAHOBNEHHBIMM — MECTHBIM
PEry/ATOPHBEIM OPraHOM, a TAKIKE B COOTBETCTBHH CO cneun(puKkauuei, KoTopas CooepiKUTCA B

Master_SAG_500 mg_50_RU_kyril
12




Dr. Falk Pharma GmbH

PerucTpaLlMoHHOM YAOCTOBEPEHHH CTpaHbl-uMnoptepa. [IpoTOKOJIBl NPOH3BOIACTRA, YNAKOBKH M aHAIHM30B
OBLIX MPOBEPEHB! M YCTAHORACHO MX COOTBETCTBHE TpeGoranuam GMP.

Dr. Falk Pharma GmbH/ Jlp. ®ansk dapma 'mM6X HAara noanucanus:
Y I10/IHOMOYEHHOE JIMLO

o Jp. Tomac Ynbmanu o
(Dr. Thomas Uhlmann) e %6 Dy 2.4

O Hp. Pynonst) Bunsrennm ‘
(Dr. Rudolf Wilhelm) s

] Horannec Xoiicaep y &, /
(Johannes Heusler) QK ) /),e_.\_

peg Xafixe MaiixcHep —

(Heike Meichsner)

m] Crozanne 1lsaiiuep

(Susanne Schweizer)

Master_SAG_500 mg_50_RU_kyril
22




000 «/loxTop ®anbk Dapmay

HHH/KIIIT 7708658262/770701001 Mocina, 127055, ya. Byreipexuii Baa, 1. 68/70, crp. 4,5

Tea/paxce (495) 933 99 04

[ = & T
Hoarsepiacnne coorserersus BBO3UMOIO0 B Poceniickyo ®enepaunio aexapersennoro
lipenapara, BBOAMMOI0 B rpamianckuii odopor B Poceniickoil ®enepanun,
TPeOOBAHMIM, YCTAHOBICHHBIM IIPH €r0 FOCYAApPCTBCHHOMH PerHCTPaLHu

L3 03 RoA/

L

Ne T1C-SAG-500-2021-04

Bepceus: 02
crp. 1 u3 |

Toprosoe uaumenosanue
Meaaynapoanoe nenarenrosanmnoe
HiHMeHoBauHe (rpynnupoBoYHOe HiH
XHMHYECK0e)

Jlekapcersennas gopma

Hosnposka

Dopma BLInyeka

Homep cepun (napruu)
O0bem cepun (napThu)

Hara npoussoacrsa

Fogen po

Canodansk
Mecallazuy

rpaHynbl KHUJCHHOpﬂC'l'B()pHMb]C C
IPOIOHIHPOBAHHBIM BBICBOOOMIACHHEM, TIOKPLITHIC
ofonoukoi

500 mr ,

930 mr - nakertst (50 wr.) - nauKky KAPTOHHbIE
L21005A

7411 ynakosox

01.2021

01.2025

Haumenosauue u ajpec nponssoanrens (¢ YEA3aHHeM CTaiuil NPOH3BO/ACTBA):

[TpounseosncTso roToBoi NekapeTBenoil
(popmbl

[epsuunas ynakoska,
Bropuunas/notpeburensekas ynakoeka
[pouasoaurens (Buinyckaiowuii
KOHTPO/Ib KAYCCTBA)
Homep n nara perucrpaunonnoro
Yaocropepeuun
Homep nopmatusnoii nokysmenrannu

HKHMEHOB‘JHHE Hoaapec aepmareis
PErHCTPAMOHHOIO YAOGCTOBCPECHHHA

Hacrosimmm _ nn OMATBEPA AN,  YTO

BBO3HMBbIi

Jlozan Mapma 'moX,

Orro-Xan-Ilrpacce 13, 15, 79395 HoitenGypr,
'epmanus

Jlozan ®apma F'm6X,

Swibaxep Lrtpacce 2, 79427 Dwbax, I'epmanns

Hp. Qanbk Qapma M'm6X,

JlakineuseGepwrpacee 5, 79108 Dpaiibypr, I'epmanus
JIT1-000158 or 13.01.2011,

nepeodopmaero 20.01.2020

JI1-000158-201118

M3am. Nel k JITT-000158-201118

Hp. ®ansk Gapma M'mM6X;

JlafinenseGeprpacce 5, 79108 Dpaiidypr, ['epmanus

JICKAPCTBEHHBIH  TIPENapar  COOTBETCTRYET
TPeOOBAHHAM, YCTAHOBIEHHEIM NPH €10 TOCYIapCTBEHHON PErHCTPALHH.
: T . y
OrsercrBentoe nuuo (&t 'axosa Enuzapera Bragumuposna
AT

000 «Jloxrop Danek Papman

([loBepennocts Ne 7 ot 28.11.2019 r.)



