Dr. Falk Pharma GmbH

CEPTHOUKAT AHAJIM3A

[Npenapat: Canoansk, CynnosuTopiu pexTaibHbIe 500 mr
Cepua Ne: 220352A
Jlata Ipou3BOJACTBA! 08.2022
[oxeH no: 08.2025
[pou3BOAMTEND! Budop AT, 4107 Drrunren, LIseituapus
Tect! Cneundunkauns’ PesysibTaT
OnwcaHne TopreoBHAHbIE CYNMO3UTOPHH OT Gesoro A0 ToprenoBHAHbIE
(BH3yaJleblﬁ) KpeMOBOTO LBCTA, OHHOPOEHOﬁ KOHCHCTEHLIHH, C CYIIIO3UTOPHH KPEMOBOIO
HEMOBPEXAEHHO! POBHON NOBEPXHOCTEIO. LBETa, ONHOPOMHOH
KOHCHCTEHLMH, C
HEMOBPEKAEHHOH POBHON
IOBEPXHOCTBIO.
IO THHHOCTE Vd-cnexTp NOromeHHs HCNBITYEMOro pacTsopa 3 COOTBETCTBYET
(Y ®-cnexTpooToMeTpUsA) o6nactu ot 200 go 400 HM I0JKEH HMETh
MaKCHMYM TIOrJIOLIEHHS [PH TOM JKe [UIHHE BOJHE
yto u V-crexTp cTaHNapTHOro PacTsopa.
Cpeausist macca CynriosuTopun 500 Mr
(2 PbaumcRap. ) 2,20 7+ 5% (012,09 102,31 1) 22007 r
PacnanaemocTb
(I'd PO wiu Esp. P.) He 6onee 30 muH. 6 MuH
PoncerseHHble IPHMECH 4-aMUHO(EHON — ne Gonee 0,1 %, 0,0 %
(B2XKX) 2,5-nuruapokcuden3oHHas KHenoTa
—He Gonee 0,1 % <0,] %
JhoGas HecrieLMHLMPOBAHHAS MPHMECDH
— e Gonee 0,1 %; COOTBETCTBYET
Cymma npumeceit — e Gonee 0,3 % <0,1%
OaHOpOAHOCTE A03HPOBAHNA L1: 10 enMHKL Npenapata, KpUTepHii NpUEMITEMOC” 1 0,7
(IF'® PO unu Esp. @) AV <150
L2: 30 equHMLL Npenapara, KpHTEpHH MPHEMIIEMOC !
AV <150
Bce 3HaueHus [0JKHBl HAXO[MTHCA B Ipeenax:
Kan0e eanHudHoe 3Hauenue > (1-L2x 0,01) x M
xaycnoe envHyHoe 3Haverue < (1 +L2x0,01) x 114
KonnuecrseHHoe Onpeﬂeﬂeﬂﬂﬁ C:fnno:}ﬂ-rop““ 500 mr:
(Y®-criekTpooTOMETpHS)
Cand " o1 475,0 mo 525,0 mr 495,8 Mr
(ot 95,0 no 105,0 % OT 3aABJIEHHOTO KOJIHYECTB: ) (99 %)
MukpoGuonornyeckas ynerora | Obuee uKCNO a3po6HEIX MMKPOOPraHH3MOB
(T'® PO, kareropus 3A unu Esp. | (TAMC): < 10° KOE/r <10 KOE/r
D) O61ee YHCIO OPONOKEBBIX H TUIECHEBBIX PHOOE
(TYMC): <10 KOE/r <10 KOE/r
E.coli: IONXKHBI OTCYTCTBOBATE B 1 T COOTBETCTBYET
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Dr. Falk Pharma GmbH \

CEPTUO®UKAT AHAJIM3A

[penapar: Canodanbk, Cynno3UTOpHH PEKTANBHEIE 500 Mr
Cepus Ne: 220352A
JaTa MPOM3BOLCTBA: 08.2022
ToneH no: 08.2025
[Tpon3BoaAUTENb: Budop AT, 4107 DrrunreH, lllseiuapus
P P
Tect! Cneungukauns® PesyawTaT
YnakoBka [Mo 5 cynnosuTopues B GnucTep NaMHHHPOBAHHBIT Ilo § cynnoautopues B GnucTep
[1BX/NOJNITHAEH HU3KOH NIOTHOCTH. nar HHHpoBaHHei [IBX/noanaTkick HH3KOI
TI1 THOCTH.
Cynno3utpopuy 500 Mr: 110 2 ik 6 GnucTepoB BMECTE C
MHCTPYKLHEH N0 NPHMEHEHHIO B Na4Ky KapTOHHYIO ¢ KOHTPONEM INe 2 6aucTepa BMECTE C MHCTPYKUMED no
Nepsoro BCKPbITHA. np IMEHEHHIO B Na4Ke kapToHHOR C
KO ITpONieM TIEPBOro BCKPLITHA.
MapikHpoBKa Ha nepsuunoii ynaxoske (Grucmepe) Ha pyecKon A3sike He nepeuuroii ynaxoske (6nucmepe) na

yKa3bigaioni: TOPronoc HAMMEHOBAHNE, MEWAYHAPOLHOE
HEMATCHTOBAHHOE HANMEHOBAHNE, JIEKAPCTBEHHYIO (Gopwmy,
J0IMPOBKY, HOMEP CEPHH, «TOAEH 109, HA3BAHHE H Alpec
gnanensua PY, norotwn snanensua PY (B naTUHCKOM
TPAHCKPHILMHK).

Ha emopuvnoii ynaxoexe (kapmounoi nayke) Ha pYCCKOM ATbIKE
yka3bigaiom: TOProOBOE HAHMEHOBAHHE (nyGmupyeTca Ha
NaTHHILE C NIPeAYNpeanTeNEHOT mapkuposkoi ®),
nekapeTeiiyio (hopMy (my6aupyetes Ha NaTHHULE), IO3UPOBKY,
ME3NILYHAPOLHOE HENATEHTOBANHOE HAWMEHOBAHMHE, COCTAB ©
yKasaHieM HAIBAHHA H KOMH'ECTBA ACHCTBYIOUIETO BEULECTBA H
MEPEUHA BCNOMOTATC/ABHEIX BEULECTB, KONUHCCTEO
CYNNO3INTOPHEB, Cnocob NPUMEHEHHA («Jlns pexTanbHOro
NpHMEHEHMAY), YCAOBUA XPAHEHIA, yCOBHA 0TNyCka,
NpeaynpeaHTEnBHYIO HAAMHCh («XpannTs B HEAOCTYMHOM LU1R
neTelt MecTen), HOMEp CEpHN, AATY HIrOTOB/CHHA, «TOACH 10N,
GTIN, SN (cepuitnblii rnofanbiisii HaeHTHHHKALHOHHBIH HOMEP
TOProBoft eHHULE), TOrOTHI (rpadimka+TexCT Ha aHrnufckomM
A3GIKE) H HA3BAHKE (PHPMBI-NPOH3BOHTENA, OCYIIECTBIAIOUIEH
BBIMYCKAIOUIHIT KOHTPONb KaNecTBY/ NEpHaTEns
PErHCTP2UMOHHOrO YAOCTOBEPEHHS, €€ AAPEC, HAIBAIINE, cTpany
¥ ropot (PHPMbI-NPOHIBOAKTENR, HOMEP PErHCTPALIOHIOID
YAOCTOBEPEHNA, WTPHX-KOL, rpaduyeckii cuMBox,
0603HA4I0NIHI NeKApCTBEHRYIO (GOpMY,
BHYTPHNPOHIBOACTBCHHBIE KOIbI.

Py 'CKOM A3biKe YKA3IAHO: TOProBoe

Ha IMEHOBAHHE, MEKAYHAPOIHOE

He 1aTEHTORAHHOE HAHMEHOBAHHE,

e capcTBEHHYIO GOpMY, J03UPOBKY, HOMED

€ YHH, «rOIEH J10%, HA3BAHNE W anpec

87 anensua PY, norotun snagensua PY (s
¢ TMHCKOH TPaHCKPHITLHK).

H 1 amopuunoii ynaxoexe (kapmoHHol nauxe)
He pYECKOM A3bIKE YKA3AHO; TOProBoe
HinMenosanue (ayOnupyercd Ha naTHHULE C
N eynpeanTensHOM Mapkipobkofi ®),

n kapeTseHHyto Qopmy (aySnupyercs Ha

71 THHULLE), AO3IUPOBKY, MEXAYHAPOAHOE

H NATEHTOBAHHOE HAHMEHOBAHHE, COCTAB C
}‘ ‘A3EHHUEM HA3BAHUA H KonnyecTsa

1 :ficTRYIOUIEro BELLECTBA H NEPEHHA

B :NOMOTFATENbHEIX BELLECTB, KOMHYECTBO

¢ 'rno3uTopien, cnocob npisencHms («flns
P :KTANLHOTO MPUMEHEHHAR), YCIOBHA

X JAHEHMs, YCOBHA OTIYCKA,

T JeAyNpesHTENBHYIO HANNUCE («XpaHHTE B
{ 200CTYNHOM A8 AeTel MecTen), HOMEp

C :pMH, aarty H3rOTOBNCHUA, KrOAEH aon,

¢ TIN, SN (cepuitubiii rioGansHbI

} AeHTH(MKALHOHHBIH HOMEp TOproBoit

¢ uEMUe), noroTun (rpaduka+TexCT Ha

¢ HENHTICKOM A3bIKE) W HA3BaHHE (PHPMBI-

| POH3BOANTENS, OCYUIECTRISIOMIEN

| binycKaoWwui KOHTpoL KauecTsa/

, epikaTens peruCTpauHonHOro

' IOCTOBEPCHHA, €€ ANPEC, HAIBAHHE, CTPAHY
| ropoA (JHPMbI-NPOMIBOANTENA, HOMED
)erHCTPALMOHHOIO YA0CTOBEPEHHA, WTPHX-
;o rpadimuccktii cumpon, oGo3nataoit
ieKapcTBEnHYIO (hopmy,
JHYTPHIPOH3BOACTBEHHAIC KOJIbI.
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Dr. Falk Pharma GmbH

CEPTHO®UKAT AHAJIN3A

[Tpenapar: Canogatsk, cynnosutopuu pextanshsie 500 Mr

Cepus No; 220352A

Jlata nmpouzpozcTea: 08.2022

lonew no: 08.2025

[Ipoussoaurens: Bucgop AT, 4107 Orrunren, Useliuapus

Tect! Crneundpuxaunn? PeaynuTar
Xpanenue B 3aluiieHHoM 0T cBeTa MecTe npu Temnepatype He | B 3alu {eHHOM OT cBETA MecTe npH
BeILLE 25°C, TeMIie)aType He Bhlie 25°C,

Cpok rogHocTH 3 rona CooTe:TCTBYET

' Cebliki Ha D PO npuseness ana KOHTPOJIA KauecTBa JIEKAPCTBEHHOTO NIPenaparta Ha TeppuTopun PO,
[TpennpusTHe-npouIBOLUTENs OCYILIECTBIAET KOHTpONb 10 MeToaMKaM Esp.d. 1 o BHy1 peHHUM MeToankaMm.

2 HopMbl B HacTos e}t Creunukatin nprseens! Ha Bech Cpok FOTHOCTH U MOTYT OTJII YaThCA OT HOPM B
cepTHHKaTe aHaNH3a IPOU3BOLHTES.

[Tpumeyanus: OTHM Y/IOCTOBEPACTCA, YTO BbILUEYKAZAHHbIEH NPONYKT U3rOTOBNsAETC: Mo npasuiamM GMP
3akmoueHue: OGpasue! npenapata BbLIEPXKHUBAIOT HCMBITAHHA B COOTBETCTBUH C Tp :00BAHHAMH NPOEKTA
HopMaTHBHoro nokymenta HI[ IT N013074/02-020921, H3m. 1.

Pesynprar: ﬁ YTBEPXKAEH El HE YTBEpPXIIEH

DpaiiGypr, LML 00 s Z ..................

KBaTM(MUHPOBAHHBIH CHEUMANMCT AENAPTMEHTa KOHTPONA KauecTsa

Johannes Heusler

Salofalk 500 mg Suppositorien (RU)
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Dr. Falk Pharma GmbH

Ceprudurar Ha BBINYCK CEPHU

PesynbTaThbl aHAIH3A:

Haspanue NpoAyKTa, 103HPOBKA,
Jekapersennas gopma:

MHH:

Ipoussoaurens API:

Pazmep H THI yNaKOBKH:
Crpana-uMnoprep:

Homep perscTpalHOHHOr0 yA0CTOBEPEHHH:
Homep cepuy 1 00LeM NApTHI:

JlaTa NpoH3BOACTBA:

Cpox rogHoCTH:

IIpou3BOACTBEHHBII Y4aCTOK:

CepTHdHKAT COOTBETCTBHSA NPOM3BOANTES
tpeGopanuam GMP:

PesyabTaTnl aHajiHial

3asBjenne 0 cepTHHHKANMN:

Canodansk 500 Mr CyNnO3NTOPHHA PEKTANBHBIC

MecanasuH

dapmallenn 'mM6X, I'epn anus

CYMMO3UTOpUM peKTaibHsie 500 Mr (6nmcTep) 5 x 2 (nmauka
KapTOHHas)
Poccus

T1N013074/02
220352A (11785 y)
08.2022

08.2025

Vifor AG/ Budop A’

Briihlstr. 50/ BproneiuTpacce 50
4107 Ettingen/ 4107 DT uHren
Switzerland/ 11lse#uapy s

GMPE-CH-1001199

Cm. npunaraeMblii cepT 4pUKaT aHanusa

51, HIDKENOAMKUCABLIHCA, MOATBEPIKIAIO, YTO BbILIENPHBEICHHAS uH(opMa M4 ABseTCS IOCTOBEpHOMH H
To4HoO#. JlaHHas cepHsa NPOAYKUHMH ObL1a npon3seneHa (BxuEOHas yNaKoBKY' MapKHPOBKY) H NPOBEACH
KOHTPOJIb €€ KAYeCTBA Ha BhIllle YNOMSHYTbIX POM3BOACTBEHHLIX yHacTkax B ITOJTHOM COOTBETCTBHH C
tpebosannamy Hamnexamei MPOM3BOACTBEHHOMN NMPAKTHKH (GMP), ycraHc BIEHHBIMH MECTHBIM
perysTOPHBIM OPraHOM, @ TaKKe COOTBETCTBYET TpeGoBaHUAM, YCTAHOBIIE IHBIM [IPH €ro rocy1apcTBeHHOH

peructpauuu B PO.

ITpOTOKOJIB POM3BOACTBA, YNAKOBKH M aHa/IW30B GhUTH MPOBEpeHbl 1 yCTa {0B/IEHO MX COOTBETCTBHE
tpeGoaannam GMP u TpeGoBaHMAM, YCTAHOBIEHHBIM IPH €r0 rocyapeTse 1HOM pervcTpauyy,
COMePIKALMMES B PETHCTPAUMOHHOM JI0ChE CTPaHBI-HMIIOpTEPa.

Dr. Falk Pharma GmbH/ [lp. ®ansk Mapma
I'm6X
YNoaHOMOYEHHOE JIULO

o Ip. Tomac YaeMaHH
(Dr. Thomas Uhlmann)

w Ip. Pynoned Bunerensm
(Dr. Rudolf Wilhelm)

® Horaunec Xoiicnep
(Johannes Heusler)

o Xaiike MaitxcHep
(Heike Meichsner)

O CroszanHe llIsakiuep

(Susanne Schweizer)

Master_SAS_500_10_30_RU_kyril,

JlaTa nmoan1caHus.

21, 0KT. 2022

Crpannua 1 na 1




000 «/lokTop Manni Dapmay

HHH/KIIIT 7708658262/770701001 Mocksa, 127055, ya. Byrsipekuii BaJa, j1. 68/70, crp. 4,5
Toealpaxe (495) 933 99 04

Hoarsepauienne coorererBus BBO311MOro B Poccuiickyo Denepaumio JIEKAPCTBEHHOT0
Mpenapara, BBOAUMOTO B rpakAancKuii 06opor B Poccniick i Depepaunn,
TPeOOBAHMSIM, YCTAHOBJICHHbIM 1IpH €ro rocy1apcTBeHnoli perncTpauun

AL 1 2020 Ne TIC-SAS-500-10-2022-14 Eepeme: 04
crp. 1 u3 1
Toprosoe naumenosanne Canodanbk
Mexaynapoanoe Henatenrosanuoe Mecanasun
HANMeHOBaHKe (FPYHIHPOBOYHOE HIIH
XHMHYECKoe)
JlekapcrBennan ¢popma CynnosuTtopuu pekTaibHble
Ho3nposka 500 mr
®opma BbITYCKa CynnosuTopuu pexrasibhbie 510 mr (6aunctep) 5 x 2
(nauka kapToHiasn)
Homep cepun (naprun) 220352A
O6wuem cepun (napruu) 11785 ynakosok
Harta npoussoacrea 08.2022
Tonen no 08.2025
Haumenosanue u anpec npoussoaurens (¢ ykasaunem cranmii 1pou3BoacTBA):
[poussoacTBo roToeoii siekapeTBennoi Budop A’
hopmbl bproasurrpacee 50, 4107 D1t t1ren, Lliseuapus
[lepsuunas ynakoska Budop AT
bpronswrpacce 50, 4107 Drr 1hren, Ulsefiuapus
Bropuunas/norpeGurensckas ynakoeka Budop AI'
bpioabwrtpacce 50, 4107 D71 iren, [lIseiinapus
[Ipoussoaurens (Beimyckatowmii Hp. Qanbk Gapma 'M6X,
KOHTPOJIb KauecTsa) Jlntinensebepurpacce 5, 79108 ®paiibypr, 'epmanus
Homep n nara perucrpaunounoro [TN013074/02 or 07.12.2007
Y/AOCTOBEPEHHS nepeoopmaeto 02,09.2021
Homep nopmarusuoii gokymentamun HJLTINO13074/02-020921
Ham. Nel x HJL IT NO13074/0:-020921 ot 09.1 1.2021
Hanmenosaune u agpec nepxatean Hp. @anek Gapma ['meX,
PErHCTPANHOHHOIO YXOCTOBEPCHHN Jla#inenseGepiutpacce 5, 791( 8 Mpaiibypr, l'epmanus

HEICTOHI_HHM HOATBEDICIAIO,  YTO  BBO3ZUMDIIL JIEKAPCTBEHHLIH  11p =Mapar COOTBETCTBYET

IDCGOB&HHHM, YCTAHOBJICHHLIM [1DH €ro roCYIapCTBEHHOH PETHCTPAILUH.

OrBercrBennoe muuo I'axoBa Enuzarera Biamumuposna
000 «[lokrop danbk Dapman . (Hosepennoctt Ne 7 o1 28.11.2019 )



