Dr. Falk Pharma GmbH

Ceprudukar aHaIn32a

ITpenapar: Canodalibk, rpaHy!ibl KHLIEYHOPACTBOPHMBIE C TNpOJIOHTHPOBAHHBIM
BHLICBOOOMACHHEM, NOKPBITHIC obonoukoit no 500 Mr

Cepust Ne: L20572A

Jlata npoH3BOICTBA! 12.2020

Toaen ao: 12.2024

Tpou3BOAMTENB! Jlozan dapma I'MEX, 79395 Hotien6ypr, ['epManua
Pacd)acoBaHO/yNaKoBaHo! Jlosan ®apma I'MOX, 79427 Dwbax, 'epmanns

‘7 TecT Cneundrauns PesyabTaT
Onucauue ['panynbl LHTHHAPHYECKOH HIH wapoofpasHoii COOTBETCTBYET
Bu3ayanbHblit {opmbl cepopaTo-0enoro UBeTa.
Pasmep rpanyn’ He menee 90 % rpanyn — ot 0,9 10 1,6 MM 100 %
I'd X111, curonoii ananus | He Gonee 5 % rpaHyn — MeHee 0,9 MM <1%
OOHOPOAHOCTD Koaduunest npuemnemocTd AV — He Gonee 15 2.9
Jlosuposanus '

Esp.®. 2.9.40 nm I'd XIII

Cpeausisi macca MaxeTst 500 mr: 930 Mr+3 % 935 mr
COAEPHMMOT0 YIAKOBKH |
Esp.@. uan IT'd XII1

TloanHHHOCTL
B3OXX
BpeMs yAep)KHBAHUS OCHOBHOTO MHKA Ha COOTBETCTBYET
XPOMETOI'PGMMC UCIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATL BPEMEHH yJlep)KHBAHHA OCHOBHOTO
nuKa HA XPOMATOrpaMMe CTaHAapTHOrO pacTeopa
LC-1.
BOWX/YP- Y d-cnexTp, CHATLI B MaKCHMYME OCHOBHOTO TiHKA COOTBETCTBYET
cneKTpoOTOMETPHA Ha XpOMaTOrpaMMe HCTbITYeMOro pacTaopa B
(AMOAHO-MATPHUHBIH oGnacT LKH BoH oT 220 M 10 360 HM, A0MKEH
JCTEKTOP) coOTBeTCTBOBATh Y (D-CrieKTpYy, CHATOMY B
MAKCHMYM€ OCHOBHOTO IHMKa Ha XpOMaTOrpamMme
cranfapTHOro pactopa LC-1 B TeX e YCIOBHAX.
Kosn4ecTBeHHOE Ot 95,0 no 105,0 % oOT 3aABJIEHHOr0 KOTIMHCCTBA. 99,4 %
Onpenenenne (BIXX)
PoacTBeHHbIE NpHMeECcH 2,5-purnapoxcuben3oiinas KHCI0Ta
(BOXKX)

— ne Gonee 0,15 %,; <0,05%

oGOt Apyrofl eNHHHYHOMN npuMecH
— He Gonee 0,1 %,; <0,05%

cymMMa HeHIIeHTHQHUHPOBaHHBIX npumeceii

— ne Gonee 1,0 %; < 0,05 %

cymma Beex npumeceii — He bonee 1,0 % <0,05 %

Salofalk Granu Stix 500mg (RU) SAG_W0500-1000__M32P51_CRU v04; ND JII-000158 1/4 16.05.19




Dr. Falk Pharma GmbH

[Ipenapart:

Cepua Ne:

HETB HpOHSBOﬂCTBHT
Conen no:
[Tpou3BoOMTEND:

Pac¢acoBano/ynakoBaHo:

CepTH(uKAT aHATH3A

Canoanpk, rpaHy/bl KHIIEYHOPACTBOPHMBIE C [IPOJIOHTHPOBAHHEIM
BbICBOGOKACHHEM, MOKpLITEIE 0Gonotkoii no 500 Mr

L20572A
12.2020
12.2024

Jlosan ®apma 'm6X, 79395 Hoiieubypr, 'epManus

Jlozan ®apma ['MG6X, 79427 Dwmbax, [epmanns

yeckas uHeToTa M
(D XIII (kateropus 3A)
win Esp. @)

O6wmee uucno a3poGHEIX MHKPOOPraHH3MOB
(TAMC): < 10° KOE/T

OG1lee YHCNO OPONCKEBBIX H MIECHEBBIX rpuboB
(TYMC): < 10* KOE/r

E.coli: nO/MmKHBI OTCYTCTBOBATE B 1T

Tect Crneundrauus PesyabTaT

Pactsopenie ! KucnorHas cragus:

Epp.®. unu I'd XIII, ue Gosiee 10 % MecanasuHa vepes 2 4 1%

Y@- BydepHas cranus:

crekTpopOTOMETPHA yepe3 0,5 u — ot 10 no 30 % mecanasuna, 15-18%
uepes 2 u — ot 40 no 60 % mecanasnHa, 46 - 54 %
yepes 7 4 — He MeHee 80 % Mecanasnna 91 %

OcraTouHbIe

opraHH4ecKie

pacCTBOPHTEIN

e Sranon — e Gonee 12500 ppm (1,25 %) 11100 ppm (1,11 %)

MukpoGnonoru-

YKa3bi6@iom; TOProBOC HaHMCHOBAHNE, IEKAPCTBCHIYIO (hopMy,
JO3HPOBKY, MEAULYHAPOAHOC HENaTeHTOBAHHOEC HAHMCHOBAHHCE,
nassanue Gupmel-sragessua PY/ocyuectansioweil
BLINYCKRIOUIHIT KOITPO/L KA4ECTBa, HOMEP CEpitH, «roliet 1oy,
npeaynpeauTenbHuie naanuen: «[lna npuema siyTps, He
paskennIBath.», «OTKpPLIBATE 3ACCH), TCXHIMCCKHE KOALI
YUAKOBKH A NPOHIBOACTBA.

Ha emopuunoti ynakoske (kapnionnoli nauxe) Ha pycckom asvixe
YKa3bieaiom: TOProBoe HAMMEHOBAHMUE, IO3HPOBKY,
MEHIYHAPOAHOE HENATEHTOBAHHOE HAMMEHOBAHIHE, COCTAR
(HasBaHHe 1 coAcpKaHHE AeHCTBYIOLIErO BELUeCTBa B 1 naxere),
Jiekapersetiiyio Gopmy, (papMaxoTepanesTHHECKYIO rpynny,
YCMOBHA XPAHERHA, YCI0BNA OTIYCKA, HOMED CEPMH, (TOACH 107,
2aTy HIroToBNeHHs, cnocol npumenenna: «lna npuema
BHYTPb.», NpeAynpeanTenbHbIe HALMUeH: «XpaHHTL B
HEAOCTYNHOM A AeTeil MecTe. », «B coCTaB BCNOMOTAaTENbHbIX
BELIECTB BXOAMT aciapTam.», HOMEp perHcTpaudoHHOro
YAOCTOBEPEHNA, KOMHYECTBO NAKETOB B KAPTOHHOMN nauke,
WTPHX-KOZ, noroTHN (upMel Branensua PY/ ocywectsnsowei
BLIUNYCKAIOWHI KOHTPOML KAYECTBA (B TATHHCKOM
TPAHCKPHMAUMH), HasBaHKe (HPMEI-BNANCTBLA
PY/ocyulecTansionlel BuINYCKAIOULH KOHTPOIb KauecTsa I ee

YnakoBka o 930 sr snu 1860 Mr B nONHITHACHOBLI NAKET, Tlo 930 Mr B NONH3ITHCHOBLIN NakKeT,
NaMHIIPOBaHHEIT AoMKHHEBON (onbrofi; no 50 naketon NaMHHHPOBAHHBIA ANOMHHHEBON
BMECTE C HHCTPYKLHEN MO NPHMEHEHHIO NOMEILAIOT B (Goneroit;, no 50 naxkeTos nmecTe ¢
KapTOHHYIO NAYKy C KOHTPONEM NEpBOro BEKPLITHA, HHCTPYKUHEH 10 NPUMCHEHHIO
NOMELIAIOT B KAPTOHHYIO NAYKY €
KOHTpPONEM MEPBOro BCKPhITHA.
MapKkHpoBKa Ha nepauunoi ynaxoeke (naxeine) na pycckos A3vike Ha nepsuuioil ynaxoske (naxenie) Ha

PYCCKOAM fi3bIKE YKA3aHo: TOProsoe
HaMMCHOBAHIE, IEKapCTBEHHAR (JopMa,
[03HPOBKA, MEHKITYHAPOAHOE
HENATEHTOBAHHOE HAaHMEHODBAHHE,
Ha3lpanue PHpPMBI-BIALENLLA
PY/ocyuiecTsnsiomesi BoImyCKalowil
KOHTPOIIb KAYECTBA, HOMEP CCpHH,
«rojJieH J10», NpeAynpeanTenbHbie
naanuch: «na npnema sHyTps. He
pa3KeBbIBaATL.), «OTKPLIBATE 31ECHY,
TCXHHYCCKHC KOAbl YNAKOBKH 1N
NpOHIBOACTRA.

Ha emopuuroli ynaxoexe (kapmonnot
nauke) Ha pYCCKOM A3bIKE YKA3AHO:
TOpProBOE HaHMEHOBAHIE, I03HPOBKA,
MCIKLYHAPOHOE HCMATEHTOBAHHOC
HaHMEHOBAHKE, COCTAaB (HaIBaHME U
cozepianne JeHCTBYIOLIEro BEIecTBa
B | nakere), nekapcTpenHas opma,
(papMaKoTEPaNEeBTHYCCKAA TPYIING,
YCIIOBHA XPAHEHHA, YCIOBHA OTIYCKA,
HOMEP CEPHH, TOICH 0N, AaTa

Salofalk Granu Stix 500mg (RU)

SAG_W0500-1000__M32P51_CRU V04,

ND JI[1-000158

2/4 16.05.19




Dr. Falk Pharma GmbH

[Ipenapar:

Cepust Ne:
Hara npoussoacrsa:
[Conex no:

[IpoussonuTtens:

Pacdacosaro/ynakosano:

Cepruduxar ananusa

Canotpanbk, rpanyJib KHIIEYHOPACTBOPUMBIE C NPONOHTHPOBAHHEIM
BICBOGOXKACHNEM, IOKPEITLIE 060104KOH 10 S00 Mr

L20572A
12.2020
12.2024

Jlosan ®apma 'M6X, 79395 Hoitenbypr, [epmans

Jlozan ®apma TMG6X, 79427 Dwbax, MepMaus

Tecr

Crneundrauns

PeaynbTraTr

anpec, rpadurieckuii CHMBOJ, 0603HAYRIOWIR OpraH, Ha KOTopoe
HanpasncHo neficTene NEKAPCTBCHHOIO NPEnapara, TeXHHYeCcKHe
koAbl ynakosku ans npoissonctsa, GTIN, SN (cepuiinniii
r06aNLHEI HAEHTH(PHKAUNONHEI HOMED TOProBo#t eIMHKLLLY).

M3rOTOBNCHUA, CNOCED NPHMEHEHHS:
«JIna npuema BHYTpL.),
NpEAYNPEANTENBHBIE HAANHCH:
«XpanuTh B HENOCTYNHOM JUIS fieTeil
MECTE. %, «B cocras BCNOMOTraTeNbHLIX
BELLIECTB BXOJIMT acnapTam.», HoMep
PErHCcTPaUMOHHOIO YAOCTOBEPEHHA,
KO/IMYECTBO NAKETOB B KAPTOHHOI
nauke, WTPHX-KOA, NOroTHIl (PHpMBbL
snanensua PY/ ocywecrsnsiowest
BLINTYCKAIOWHI KOHTPOAL KauecTsa (B
NATHHCKON TPAHCKPHNLIMI), Ha3BaHHE
(upabl-Branensua
PY/ocywectsasioweii spinyckaiommti
KOHTPOJIb KAYECTBA H e afIpec,
rpalutieckHil cmpon, 06o3HaYaIoUL
OpraH, Ha KOTOpPOE HanpaBNeHo
ZeiicTBHE JICKapCTBEHIOro Npenapara,
TEXHHUECKHE KOJbI YNAKOBKH JUIA
npoussoactea, GTIN, SN (cepuitnpiii
rnoGanLuelii HACHTH(HKALMOHHLLIR
HOMEP TOProBoit UL,

Salofalk Granu Stix 500mg (RU)

SAG_W0500-1000__M32P51_CRU V04; ND JI1-000158

3/4 16.05.19




Dr. Falk Pharma GmbH

Ceprudukar ananusa

[Tpenapart: Canodanbk, rpaHy/Ibl KHIIEYHOPACTBOPHMbIE C [IPOJIOHTHPOBAHHBIM
BLICBOOOK I HIEM, NOKPBIThIE 0bonoukolt no 500 mr

Cepus Ne: L20572A
Jlata npoH3BoaCTBa: 12.2020
lonew no: 12.2024
[MpoussonuTeNs: Jloszan ®apma 'M6X, 79395 HoitenGypr, T'epmanus
PacdacopaHo/ynakoRaHo: Jlo3an ®apma I'M6X, 79427 Dwbax, ['epmanus

Tect Creundicanmst PeayabTaT
XpaHenue XpaHuUTb NpH TeMnepatype He Boile 25°C, XpaHUTb NpH TEMMEpaType He

Beime 25°C.

Cpok roaHocTi 4 rona COOTBETCTBYET

D Cepiikn Ha Metoanku '@ X111 npuseaeHsl 1A KOHTPOIS KayeCcTBa JIEKapCTBEHHOrO Npenapara Ha TePPUTOPHH
P®. Meroauku I'® XI1I npoussojnTenieM He HCNONL3YIOTCS.

[TpuMeuaHus: HacTrosmuM noATBepKAAETCA, YTO MpPENapar NpoH3BeleH B COOTBETCTBHH C
Jelictayroutumu Tpebosannamu GMP.
3axnoueHue: O6pa3suel npenapaTa BLLAEPKHBAIOT HCMBITAHHSA B COOTBETCTBUU ¢ TpeGOBAHHAMY

HOpMaTHBHOro aokymeHTa JI[1-000158-201118, M3m. Nel.

Pesyabrat: ) onoGpexo O He 01loGpeHo

paiibypr, o

YnonHOMOYEHHOE JIULO

Heike Meichsner

Salofalk Granu Stix 500mg (RU) SAG_W0500-1000__M32P51_CRU V04; ND JI1-000158 4/4 16.05.19




Dr. Falk Pharma GmbH

CepTH(HKAT Ha BBIYCK cepHH

Pe3yﬂbTElTbl QHAJIH3al

Haszsaune npojayKTa, 103HpOBKa,
ngexkapersennas gopma:

MHH:

[Ipounssoautens APL

Pasmep # THI YUAKOBKI:

CrpaHa-umnoprep:

HOMBP pern CTpaunon Horo yllOCTOBEpeH HH:

Homep cepuit H 00beM nmapTHm:
JlaTa HPOM3BOACTBA
CpoK rojuocTH:

IIpon3BOACTBENHbIH YHACTOK:

CepTH(UKAT COOTBETCTBHS NPON3IBOANTEL

rpebosanusm GMP:

Pe3y /ibTAThl aHAIN3A:

3asipjienine 0 cepTHRHKALINE

Canodanek, rpaHyJbl KHIIEYHOPACTBOPHMBIE C
NpPOJIOHIHPOBAHHBIM BpIcBOBONKIEHHEM, MOKPBITHIE
oBonouxoi mo 500 mMr

MecanaszuH

Mapmauenn (Buszar) Ipaiiset JlumuTen, Wunus

980 Mr - nakeTs! (S0 WT.) - Ma4KK KAPTOHHELC

Poccus

JII1-000158
L20572A (7607 yn.)

12.2020
12.2024

Losan Pharma Gmblt/ Jlozan ®apma I'M6X
Otto-Hahn Str. 13, 15/ Orro-Xan-1lItp. 13, 15
79395 Neuenburg/ 79395 HoienOypr
Germany/ [epmating

Losan Pharma GmbH— Werk Eschbach [ Jlozan @apma
I'm6X — 3asoa Dwbax

Eschbacher Str. 2/ Dw6axep LLTp. 2

79427 Eschbach/ 79427 Dwbax

Germany/ I'epMaHus

DE BW_0 1_GMP_2020_0069 (JTozan HoiienGypr)
DE_BW_01_GMP_201 9 0090 (Jlozan Jwdax)

CM. cepTH(HKAT aHajiu3a

51, HHKETNONHCABIIMHACA, MOXTBEPIKIAIO, HTO phllenpuBeeHHas HHpOpMaLHs ABIACTCA JOCTOBEPHOH H
royHoi. JaHHas cepus npoiykuun Gbuta Tpon3BeicHa (BiUTIOHas YNAKOBKY/ MapKUpOBKY) W TNPOBEACH
KOHTPOJIb € KauecTBa Ha BbIIIE YMOMIHYTOM MPOM3BOACTBEHHOM Y4acTKe B [OJIHOM COOTBETCTBHH C
TpeGoBaHHUAMH Hannexanielt TpPOM3BOJACTBEHHON  IPaKTHKHU (GMP), ycTaHOB/ICHHBIMH
perynaTOPHLIM OPraHOM, a TaloKe B COOTBETCTBHH co crieuudukanuei, KoTopas COIEPKUTCH B

MECTHBIM

Master_SAG_500 m g 50_RU_kyril
172




Dr. Falk Pharma GmbH

PEHCTPALIMOHHOM YIOCTOBEPEHHH CTpaHbl-umnopTepa. IIpoToKOLI IPOH3BOACTBA, YNIAKOBKM M AHANHIOB
ObIIH MPOBEPEHBI M YCTAHOBNEHO HX COOTBETCTRHE tpebosanuam GMP.

Dr. Falk Pharma GmbH/ Jlp. dansk ®apma ['M6X HAara nopnucanus:
Y10JHOMOYCHHOE JTHLO

O Hp. Tomac YneMann
(Dr. Thomas Uhlmann) g T
0 Ap. Pynonsd Bunsrensy N Tl L Zf
(Dr. Rudolf Wilhelm)
o Horannec Xoiicnep )
(Johannes Heusler) Clr A Da.
o Xaiike Maiixcuep e il N
(Heike Meichsner)
u] Crosanne Llsaiinep

(Susanne Schweizer)

Master_SAG_500 mg_50_RU_kyril
212




000 «/lokrop ®anbk apmay

HMHH/KIII 7708658262/770701001 Mocksa, 127055, ya, Byrbipekuii saa, 1. 68/70, crp. 4,5

Tea/paxe (495) 933 99 04

TPEOOBAHKAM, YCTAHOBJCHHbI

[loarsepiienne coOTBETCTBHS BBOINMOIO B Poceniickyio ®encpaumio JEKAPCTBEHHOTO
UPLHAPATA, BBOAUMOTO B rpamianckuii 06opor B Poccuiickoii Denepannu,
M HpPH Cro rocy1apeTBennoil perucTpanuu

A3 03 Lo/ Ne I1C-SAG-500-2021-03 SRR e

crp. 1 u3 |

Toprosoe naumenosanne
Mesaynapoanoe nenarentosannoe
HAHMEHOBAHKE (IFPYINKPOBOYHOE HIIH
XHMHYECKoe)

Jekapcreennas gpopma

Hozuposka

Dopma puinyeka

Homep cepuu (naprun)
OGbem cepiu (napThn)

Hara npoussojacrea

lonen jpo

Canodanbk
MEcaIa3HH

FPaHy/bl KHUEYHOPACTBOPHMbIE C
1IPOJIOHIMPOBAHHBIM BbICBOOOMICHHEM, NOKPbITbIE
obosioukoi

500 mr

930 mr - nakersl (50 wT.) - nayku KapTOHHbIE
L.20572A

7607 ynakorok

12.2020

12.2024

HallMEIIOBHHlIL‘ H anpec npoH3IBoAHTe st (C YRA3aHHEM CTa/Mi l'lpUHiiBUJ]ﬂTBa):

IpoussoncTso rotosoii nekapersenHoi
dopmbl

[lepsuunas ynakoska,
Bropuunas/norpeGurensckas ynakoska
[Mpoussoaurens (Boinyckarougmii
KOHTPOJ/Ib KayecTsa)
Homep u para perucrpanunonnoro
YAOCTOBEpeH usi
Homep nopmarusuoii gokymenrammuu

HaumenoBanue u agpec Aepakaresis
PErHCTPRUMOHHOIO Y10CTOBEpeHusE

Jlosan ®Mapma 'mEX,

Orro-Xau-Lrpacce 13, 15, 79395 Holieubypr,
Fepmanus

Jlozan dapma 'MGX,

Owibaxep Wrpacce 2, 79427 Dwibax, I'epmanus

Hp. Qanek Qapma T'MEX,

JlsinenseGepiutpacce 5, 79108 Opaiibypr, [epmanus
JII-000158 ot 13.01.2011,

rnepeodopmaeno 20.01.2020

JI1-000158-201118

Ham. Nel x JITI-000158-201118

Hp. ®anbk dapma [MEX,

JlatfinenseGeprpacee 5, 79108 Lpaidypr, [epmanins

Hacros LAM _ HOJATBEPIK/IAID, YTO BBO3M MEIH JEKAPCTBEHHBII npenapar __COOTBETCTRYET

@eﬁonaauuxm. YCTAHOBJICHHLIM IIPH €50 1rocy

JapCTREeHIoOH PECIHCTpALIMN.

OtsetcTBeHHOE NMHIIO
000 «[loxrop Ganbk Gapmay

P

Y i I"axosa Enusasera Bramumuposua
2 ‘ i

(Ilosepennocts Ne 7 ot 28.11.2019 )



