ITepexnan na ykpaiacsky MoBy

I'eneon Puxrep

CEPTUDIKAT CEPIL

Hazpa npoaykuii: KBAMATEJ®

Kpaina eapoGuuxa: Yropuuna, Kpaina-immoprep: Vkpaina

Homep peecrpaniiivoro nocsiguenns: UA/2937/01/01

Ynnne 10: 6e3CTPOKOBO

Cuana aii: 20 mr gamoruauny/dnakon

Jlikapcexa dopma: niodinizat st posuuny AUt in’exiii

Posmip i Tun ynaxosku: 5 dnaxouis 3 miobirizatom s PO3YMHY AN [’ €Kil 3 5 amMnynamu
PO3YMHHNKA B KAPTOHHIH YITAKOBL.

Homep cepii: : A45046A/A36883 Posmip cepiti: 2827 yu.

Hara purorosnenns:05 2024/06 2023  Tara sakindenns TepMiny mpuaaTaocri:05 2026/06 2028
Hassu, agpecs, nomepu minensii ta ceprudixaris GMP Bcix BUpoSonunx ginsHoK i giasnok
KOHTPOJIK AKOCTI:

Ha3zea(-n) i axpeca(-u) | Craaii Homep ninenzii na Homep ceprudirkara
BupoOHuKa(-KiB) BHPOGHHLTEA BUPOOHMIITBO GMP

BAT «I"eneon Pixtepy», | IloBHHI Luk HU-M-RICH OGYEIR0786-7/2022
H-1103, Byaanenur, BHPOOHHLITBA

By Jlempel, mioinizaty,

19-21, Yropmuna, YIAKOBKA,

KOHTPOJIb AKOCTI
Ta& BHIYCK cepii

Xemodapm A JL, Byn. | [loBHMI MK DE_HE_01_GMP 2021 0049 | 040/2022/RO

benrpaacekuil msx BUPOOHHLITRA
6/n, 26300 Bpuwar, PO3HHHUMKA
Cepbin

Komenrapi: Brazana suie cepis BUIylleHa Ha pHHOK.

3asiga npo ceprudiraniro: v saceinuyio, mo HaBeneHa Buie iHdopMartis cnpapskHs i TouHa.
s cepia mikapcbkoro 3aco0y Gyna BHFOTOB/ICHA, BKIHOYAIOYH YNAKOBKY/MApKyBaHHs Ta KOHTPOIh
AKOCTI, Ha 3a3MaueRil(-MX) BHe BHPOGHMUII(-HK) Ainguui(-xax) y mwoswiit eignosigmocti mo
puMor GMP Micueroro peryastopHoro oprany Ta crnenudikaitii, cxsanenol B KpaiHi-iMmoprepi.
HpoToKomu BHPOGHMLITBA, YTIAKOBKY Ta aHANI3E Oyiu MEepErnanyTi | BCTAHOBIIEH] BIAIOBIAHO 10
ctanpaptis GMP.
Heit ceprudixar axocti € Bunpasenoro sepcicio Cepridixata SkocTi pix 23.09.2024.
Bunpariennsa He BITMBAIOTE Ha AKICTL NPOAYKLIL
Hara Bunycky B peanizauiio: 23.09.2024
Jara BHeceHHs Buipasiens: 15.11.2024
H-p Hom6i Mare
YnopHoBaxkeHa ocoba /mianuc/
crop. 134

BAT aledeon Pixmepy
MicuesHaxomkenns: H-1103 Budapest, Gy8mrdi at 19-21,, Yropummna - ITowTose sigainedns: H-1473 Budapest 10, P£27., Yropunna
Tenedon: +36 1431 4000 - www.gedeonrichter.com
TMyGnixanii saysasens no ceprudikatam: eertificate_complaint@richter.hu

Ly an BAILE
1517 49 A




Ne CEPII: A45046A

Ilepexaan Ha ykpaincsky MoBy

I'eacon Puxtep

CEPTH®IKAT AHAJI3IB (JIIOOJII3AT)

TECTH BUMOI'H JAHI AHATIZY
OIINC; Binnit abo maitxe Ginuii nioginisar. BiAnosigaec
PO3UHMHHICTL: BumicT ozHoro duiakoHy Mae po3quHUTHCS Y BMicT] ofHiel

aMIyny po3uMHHNKA Oe3 3annIKy. BiAIOBIAAE
pH PO3YHMHY: pH niodinizaTy posunneHoMy B po3uMHHHKY Mae GyTH B

Mexax Big 4,8 10 5,8 5.2
MEXAHIYHI B I amnyni:
BKIIOYEHHS: - BMICT dactok po3mipom>10 mxm: He Ginsire 6000, 12/ammyny
HEBHAMMI HACTOUKH - BMICT 4acToK pozMipom >25 MxM: He Ginpuie 600. 1/amoyny
SABAPBITEHHSI lnTeHcnBHICTE 3a0apBnerHs miodinisaTy posunHeHoro B
PO3YHHY: POZUHHHHKY, <R Bianosigae
[TPO30PICTE 1
CTVIIIHE [HTencuBHicTE Onamecuenuii Niodinisary, PO3YHHEHOTO B
KATAMYTHOCTI PO3YHHHHUKY, MEHIIE ollajecueHlil eTanona I1. Blanosigae
PO3YHHY;
IAEHTH®IKALILS: Maxkcumyms YO cnexrpy BUnpofyBanoro i
Metoz 1 (Y O- CTaHAAPTHOTO PO3YMHIB MOBHHHI 3'HBIATHCSA [TPH TOTOKHHUX
CIEKTPOh OTOMETPIs) JOBKHHAX XBHIL, BiZioBigae
Meron 2 (BEPX) Hac yTpuMyBaHHs mikie aKTUBHOT PEUOBMHM Ha

XpOMATOrpaMax JOCHLPKYBAHOrO | KOHTPONBHOrO

PO3YHHIB BIANOBIAAE TPH [AEHTHUYHHX yMmoBax BEPX,

DAD-cnextp miky nia vyac yrpuMyBaHHS aKTHBHOT BiAATIOBiae

PEHOBHHM IIOBHHEH MATH MAKCHMYM HA THX e FOBKIHAX
XBWJIB, 110 1 Y ETANOHHOI pE4OBHUHH.

KUIbKICHE
BH3HAYEHHSA:
Jioya peyosrHa:

®amornaan: 19,00 - 21,00 mr/dnaxon
95,0 - 105,0%

19,34 mr/thnaxon
96,7%

Acnaparinosa
KHCIOTA!

Meroa 1 (THTpyBaHHs)
Meron 2 (ioHHOOGM,

7,920 - 9,680 mr/dnaxon
90,0 - 110,0%

XpomaTorpadin) 7,920 - 9,680 mr/dmakou 8,018 mr/drakon
(AnprepHaTHBHMI 90,0 - 110,0% 91,1%

METO1)

Mamuir: 39,60 - 48,40 mr/dnakon

90,0 -110,0%

44,85 mr/juiaxon
102,0%

Micuesnaxomxenna: H-1103 Budapest, Gydmréi at 19-21., YropumHa *

crop.234

BAT «leceon Pixmepn

Teneton: +36 14314000 - www.gedeonrichter.com
Tiy6nixawii saysamens no ceprndiratan: certificate_complaint@richter.hu

Towrrose pianinenns: H-1475 Budapest 10., P27, Yropwuna




No CEPII; A45046A

I'egeor Puxrep

ITepexnan ua ykpainenky Moy

CEPTH®IKAT AHAJIBIB (JIIOPUI3AT)

TECTH BHMOI'HU JAHI AHAJII3Y

CTOPOHHI Cyaphoreun: <0,3%

JOMITHEK: AMmin damokucnoTy: <0,3%

BEPX DaMOTIIOH: <0,3%

(mepiognune damoamigin: <0,2%

BHNPOGYBaHH) Huknivnmit mumep: <0,3%
Bucynsdrin;: <0,2% )
®amokucnoTa; <0,2% NEeploiIne
Heigenmudikopana fomilka okpemo: <0,2% BUIPOOYBaHHS
Cyma JOMIlIoK: <1,5%

CTEPHJIBEHICTh: Hio¢inizat nopuHeH 6YTH CTEPHIEHHM. BlANOBInaE

BAKTEPIAJILHI

EHJJOTOKCHUHH: He butswie 17,5 Ox. eHpotokcuny/mr <1,50 OE/mMr

BMICT BOIU: He 6ineme 4,0% 1,3%

OJHOPIIHICTEL AV <15 (n = 10), aKwo yMoBa He BUKOHYETBCS, TOA

HO30BAHKX AV <15 (n=30), i ana 30/30 ¢naxonis kineKicHuit

OIIHHMUIIb: BMICT AiF0U0T peuoBUHM Mae 6YTH B iHTepRami AV =69

(po3paxyHoK 3a
CepeaHiM BMICTOM i
BIJIXIUICHHA Bif
CEpeaHBOT Mach)

0,75xM - 1,25xM.

SxicTe mpenapary Bianosizae BuMoram, skasadum B HJ] Ne 3-00165-Q1-04-01

Micuezaaxonzenna: H-1103 Budapest, Gysmréi at 19-21 Yropunxa -

crop. 334

BAT «Fedecir Pixmepn

Tenedoir 4361 431 4000 - wwiw.gedeonrichter. com

[yGaikanii 3aysakeds no cepradikaran: certificate _complaint@richter.hu

[owrrese pipninerin: H-1475 Budapest 10., Pf27., Yropuwna




No CEPIL: A36883

Hepexuax Ha ykpaiticsKy MoBy

I'egeon Puxrep

CEPTU®IKAT AHAJII3IB (PO3YMHHUK)

TECTH BUMOI'M JAHI AHAJI3Y
QITHC: Posuun Ge3 3anaxy i kosibopy. BiAMOBigAE
KOJIP PO3YHMHY: Po3und nosuHer Oytn GezbapBHuM Npu Bi3yanbHiit BIIMORITAE
OLLHIL.
ITPO30OPICTD: Pozunn nosunen GyTr npo3opuM npu Bisyanbuiil ouiHii. | Bignosigae
MEXAHIUHI B 1 amnyni:
BKJIFOYEHHT: - 4acTOUKH po3Mipom=>10 mMkmM: He Ginsiue 6000, 14/amoyny
HEBMIHMI YACTOUKH - YACTOUKH PO3MipoM >25 mMiM: He Sinbuie 600. 1/amnyny
OB’€M PO3YHHY: He menuie 5,0 mn. BIANIOBIZAE
pH PO3UUHY: Mix 4,517,5 6,1
[AEHTH®IKALIA: | Tlpenapar noBuHeH nasati MO3UTHBHY PEaKIIiio Ha
lonu Hatpiro: 3abapRIIeHHS TI0NYM's. BiANOBigae
Xnopup ionu: ilpenapar NOBHHEH J@BATH MTO3MTHBHY PEAKILIIO 3
PO3YHMHOM HITpaTy cpibna. BiANOBifAe
CTEPHJILHICTG: Po3unH TnioBMHEH GYTH CTEPUIIEHHM. BiAnoBigae
BAKTEPIAJILHI
EHAOTOKCHHU: He Ginbire 0,5 O, eHAOTOKCHHY/MII <0,06 OE/mn
HATPIIO 42,75 - 47,25 mr/5,0 mn 45,446 mr/5,0 mn
XJIOPUOY: 95,0 - 105,0% 101,0%

Bucuosox: SkicTe npenapaty RiANOBinac BMMOraM BKA3ZaHHM B HA Ne 5-00195-Q1-03-01
Lle#t ceprudikar sixocTi ¢ punpasineHo1o sepcicto Ceptidikata SxocTi i 23.09.2024.
Bumpasienns ne BINHBAIOTE Ha SKICTh IpoayKLLiL.
Hara sunycky B peanizanimo: 23.09.2024

Jlata BHeceHHs BHNpaBiens: 15.11.2024

Micuesiaxomakenns: H-1103 Budapest, Gyémrdi ot 19-2] ., Yropumng -

crop. 434

BAT «Feoeon Pixmepn

Tenedon: +36 1 431 4000 +  www gedeonrichter.com

[lyGaixauil saypaxens no ceprudixaram: certificate_complaint@richter.hu

[Towrope sinninenus: H-1475 Budapest 10, PE27., Yropunia




