Ilepeka Ha YKpaiHCbKY MOBY

Teneon Puxrep

CEPTU®IKAT CEPII

Hassa nponykuii: MEPTEHILI

Kpaina apoGuuka: Yropumsa. Kpaina-imnoprep: Ykpaina

Howmep peectpauiiinoro nocsizuenns: UA/11705/01/04

Yunue x0: 6€63CTPOKOBO

Cuana pii: 20 Mr po3yBacTaTHHY

Jlikapcbka dopma: TaGJICTKH, BKPUTI TUTIBKOBOIO 060IOHKOI0

Posmip i Tan ynakosxku: ITo 10 rabnerox B Gmicrepi; mo 3 GricTepH B KapTOHHIH yTaKoBIi.
Howmep cepii: T42109B Posmip cepii: 1 632 ym.

Jlara suroroBaeHHs:02.2024 Jlara 3aKinYeHHs TepMiHy TPHAATHOCTI: 02.2027
Hasewu, axpecu, HoMepH Jiuensii Ta ceprudixaris GMP BeiX BUPOGHUYMX TIISHOK i RIISTHOK
KOHTPOJIIO SIKOCTI:

Hazsa(-u) i aapeca(-u) | CrapiiBupoGHMITBA Homep ninensii Ha Homep ceprudixara
pupoGHNKa(-KiB) BHPOOHHITEO GMP

BAT «eneon Pixrep», | IToBHuH 1uKI HU-M-RICH OGYE1/20786-7/2022
H-1103, byzaremr, BHpOOHHUTBA, YIIAKOBKa,

Byn. dempei, KOHTPOITb SIKOCTI Ta

19-21, YropuuHa. BHITYCK cepii

Komenrapi: Brasana BUIIe cepis BUITYLEHA Ha PUHOK.

3asBa npo ceprudikauito: [um 3acBixdyro, MO HaBEACHa BHIIE inpopmauis crpapxus i Touna. La
cepis mikapcekoro 3acofy Gynia BUTOTOBNEHA, BKITKOUAOUH YIaKkoBKY/MapKyBaHHs Ta KOHTPOJb SKOCTI,
Ha 3a3HAYEHiN(-MX) BUIle BMPOOHMUIH(-MX) AinaHumi(-kax) y nosHill BignosimHocti mo Bumor GMP
MICIIEBOrO PEryJIATOpHOTO oOpraHy Ta creuubikauii, cxpatenoi B KpaiHi-immoprepi. Ilporoxonu
BHPOGHUITBA, YNIAKOBKH Ta aHaNi3iB Gy TIeperyIAHYTI i BCTAaHOBJIEH] BiATIOBIZHO JIO cranaaprie GMP.

Jara BUMycKy cepii: 03.04.2024
Jlara Bumycky ceptngikata:  03.04.2024
Kyn-IHsopas-ITerepdi Tronae
YrioBHOBaXeHa 0c002
(mmigrmic)
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BAT «I'edeon Pixmep» ,
Micuesnaxomxents: H-1103 Budapest, Gyomréi 4t 19-21., Yropumua Tlowroge Binninenns: H-1475 Budapest 10., Pf.27., Yropuuna
Tenedon: +36 1 4314000 - www.gedeonrichter.com
Tly6nikauii 3ayBakeHs 1o cepTHikaTam: certificate_complaint@richter.hu




Ne CEPII: T42109B

Ilepexnaf Ha YKPAIHCBKY MOBY

(%)

I'exeon Puxrep

PE3VJIBLTATH AHAJII3IB

TECTU BUMOI'H JAHI AHAJIZY
OINC: Bini a60 Maibke 611, KpyriIi ABOOMYKIi TaGIeTKH, BKPATI

TIBKOBOIO OGOJIOHKOIO, JiaMeTp 6u36K0 9 MM. 3 OHOTO

Goxy TabneTky € rpasiroBanna «C35». BIAMOBITAE
OJJHOPIIHICTH He 6Ginsine Hix 2 iHOUBIAYAIbHI MACH MOXYTh
MACH: BIAPI3HATHCH Bif CEPENHBOI MacH Ginp HiXk Ha =+ 5,0%,

’O0JIHa He BipisHAeThes Glpl Hix Ha £10,0%. BiAIOBIfAE
IﬂEHTH@IKAHIﬁHI Yacw yTpuMyBaHHS ITiKy [i10401 peUOBMHN Ha
TECTH: XpOMaTOrpaMi BUIIPOOYBaHOTO PO3UUHY i Ha Xpomarorpami
Jliroua peyoBnHa: CTAHIAPTHOTO PO3UMHY [TOBUHHI BIATOBIAATH NTPHU BIANOBIZAE

inenTnurnx ymosax BEPX.

JIMJI-cTieKTp OCHOBHOTO MiKy BUTPOOYBAaHOTO PO3IHHY

[IOBMHEH MaTH MaKCHMyMH [OTJIMHAHHSA [IPY THX X BijOBiZAE

IOBXHHaX XBUJb, 10 i MaKCUMYyMHM IOTJIHHAHHA 1A
CTaHAapPTHOr'O pO3UHHY.

Tutrany J1OKCHL: CosnoM'stHO-X0BTe 260 TToMapaHteBe 3a0apBICHHs PO3UMHY | HE PYTUHHHMH TECT
(e pyTHHHMIT TECT)
CIIOPIJHEHI "B2" mpoAyKT PO3KIaNaHHS. me Oinpue 0,3% 0,09%
3’€AHAHHS: Hiactepeoizomep: ge 6imsure 0,2% 0,06%
JlakToH; me Ginsire 0,15% <0,05%
IHAuBinyansHI HEBiHOMHUH TPONYKT PO3KIAJaHHS:
ne Gimpme 0,2% | <0,05%
CyMa NpOXYKTiB pO3KIIaJaHHs: He 6inpie 0,5% | 0,15%
MIKPOBIOJIOT'TYHA 3aranbHa KiIbKICTs aepobrux mikpoopranizmis (TAMC):
YUCTOTA: He 6impie 10° KVO B 1 r npenapaty | <10 KYO/r
3arajbHa KUTBKICTS APIKIKIB i rpubis (TYMO):
e 6impme 102 KYO B 1 r npenapary | <10 KYO/r
Escherichiacoli: BiZicyTHi B 1T penapary BiJITTOBIAE
KUIBKICHE Posysacrarus: 19,000 - 21,000 mr/ra6i. 19,41 mr/rabmn.
BU3HAUEHH: 95,0 — 105,0% 97,1%
PO3YMHEHH: He menwe 75% (Q) Ait040i peuoBUHU Ma€ NEPEHTH B
posuuH gepes 30 XB. 98%
OJIHOPITHICTH Tpuitasrre 3uavenns (AV) <L1 (n = 10) a6o
JTO30BAHUX TpuitusTre suauenns (AV) <L1 (n=30), i B upomy
OANHWLb: punanky miimym > (1 -L2x 0,01) M,
makcumyM < (1 +L2x0,0)M e L1=15,0;L2= 25,0 AV =44

Bucnosox: SIkicTs npenapary BiIIOBigac BUMOTaM, 3a3HaCHNM B HJT Ne 5-00603-Q1-02-01

Micuestaxomxenus: H-1103 Budapest, Gyomroéi ut 19-21,, Yropiuua *
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BAT «I'edeon Pixmepn

Tenedon: +36 1 4314000 - www.gedeonrichter.com
Ty6nixauii sayBaxens o cepradikatam: certificate_complaint@richter.hu

Tlowrose sigpinenua: H-1475 Budapest 10., P£.27., Yropuwuna




'EAEOH PUXTEP

CEPTHOUKAT CEPUH

Hassanue npoxysnnu: MEPTEIIL
Crpana npou3BouTest: Berrpus. Crpana-uMnoprep: YKpansa

Homep perucTpanHoHNOro YA0CTOBePRHHH: UA/11705/01/04
JleHcTBRTENBHO RO: DECCPOUHO

Cusnia peficrpus: 20 Mr posyBactaTiia

Jlexapersennas popma: TabreTiu, IOKPLITHE WIeHOHON 060I04KOA

Pasmep u Tan ynakosxu: IIo 10 tabneTok B 6aucTepe; no 3 Gnuctepa B KApTOHHOH yIIaKOBKE.

Homep cepun: T42109B Pasmep cepuu: 1 632 yiL.

Jara npoussopersa: 02 2024 Jara ueTeuenus CPOKa FOAHOCTH: 02 2027

Hassamuus, agpeca, HoMepa JHUEH3NH U cepTHHUKATOB GMP Beex OpOM3BOACTBERHBIX YYACTKOR M yHaCTKOB
KOHTPOJIS KAUeCTBA!

Hazpanune(s) ¥ agpec(a) Cragun HpOU3BOACTBA Homep Jamedsnu Ha Howmep cepruduxara
HpOH3BORHTEAA(eH): HPOH3BOACTBO GMP

OAO «Teneon Puxrepy, ITonmeii LAKT HU-M-RICH OGYEL/20786-7/2022
H-1103, bynaneur, NIPOM3BOACTBA, yIIAKOBKA,

yii. Jdempen, KOHTPOJIb KA4eCTBa

19-21, Benrpusl. Y BBITYCK CEPUH

Kommenrapuu: YKasaHHAS BHIIE CEPHA BBITYLICHA HA PHIHOK.

Zassaenne 0 ceprHGuKanuu: HacTOMUMM yAOCTOBEPAIO, HTO npuBefieHHas Bblle WHQOpMALWS [OIHHHAT u
TouHas, DTy CEPHIO JIeKapCTBEHHOIO CPeicTBa 6BUI0 M3COTOBNEHO, BKIIOYas YIIAKOBKY/MapKMPOBKY 1 KOHTpOTS
KauecTBa, HA YKa3aHHOM(BIX) BBILE IPOU3BOLCTBEHHOM(BIX) yuacTke(ax) B MOJHOM COOTBETCTBHH C TpeGOBAHMAMHK
GMP MecTHOro peryjmpyromero oprada H crieLMQUKATHY, YTBEPKISHHOH B CTPAHE-UMIIOPTEPE. IpoToKoIet
TPOM3BOACTRA, YIIAKOBKY H QHAIH30B HUTH NEPECMOTPEHB! M YCTAHOBICHO COOTBETCTBHE GMP.

Jlara BhIyCKa CepUm: 03.04.2024 /i
Jlata BhiTycKa cepTiduKara: 03.04.2024

Ayr-tleps
Vi AMOMOHERHGE LG

ctp. 1 3 2

QAQ «[egaoH Puxrep»
Mectonaxexaenne: H-1103 Budapest. Gyomedi it 19-21.. Beurpi « Towronoe oraesenne: H.-1475 Budapest 10., Pf. 27., Benrpin
Tenedon: +36 1 431 4000 « www.gedeonrichter.com
TTyGausamsis saveranuii 10 CepTuniRaTanm: certificate_complaintgérichterhu



Ne CEPUWIL: T42109B

'EAROH PUXTEP

PE3VJIBTATHI AHAIU30B

TECTBI TPEBOBAHMSA JIAHHBIE AHAJIA3A
OIMUCAHME: Beisie wWiK 0YTH Beible, KpyTible ABOSKOBBILYKIbIE TabNeTkH,

MOKPBITHIE TUIEHOUHOH 060I0UKOH, AMaMETP OKOJIO 9 MM,

Ha on80# cTopoHe TabneTky uMeeTcs rpasuposky «C35». COOTBETCTBYET
OJHOPOIHOCTD He 60ree ueM e HHIUBUAYANbHOA MacCht MOTYT OTJIMYaeTCs OT
MACCHL cpenueit Maccel fonee yeM Ha & 5,0%, HM OfHA HE OTIIHYAETCS

Gonee uem Ha = 10,0%. COOTBETCTBYET
UIEHTUOGHUKALIVMIOH- Bpemena yAepiKuBaHWi IHKa gefCTRYIOILETO  BeLlecTBa Ha
HBIE TECTBL: XpOMATOIpaMMe WCHEITYEMOTO PacTBOpa M Ha XpOMATOTPAMMES
JleiCcTBYIOMIEE BEWECTBO:  CTAHJAPTHOTO  pacTBOpa  HOJDKHBL COOTBETCTBOBATE

ALeHTHUHBIX yenosusx BOXX. COOTBETCTBYET

JIMJI-criexTp OCHOBHOrO TIHKA HCIBITYEMOrO pacTBOpa HOIDKEH

MMeTh MaKCHMyMBI NOTJIOLISHHS TPH TEX XKe JUTMHAX BOIIH, WTO U

MAKCHMYMBIL IOTJIOLLEHNA VTS CTaHJaPTHOrO pacTaopa. COOTBETCTBYET

Turana JHOKCHL:
(re Py THHEBIA TECT)
POINCTBEHHbBIE
COEUHEHMA:

MUKPOBHOJIOT Y-
YECKAS YUCTOTA:

KOJMYECTBEHHOE
OITPEAEJIEHHUE:

PACTBOPEHME:

OJIHOPOTHOCTD
JO3POBAHHBIX

EJAHALL:

Jaxmouenre: KadecTBO mpenapar

CoMOMEHHO-XKE/TOE WK OpatKeBoe OKpalIvBanue PacTBOpa

“B2” NpOMYyKT pasioKeHUs:

Jlnacrepeousomep:
JlaxroH:

Cymma NpONyKTOB Pa3IOKEeHAS!

O61nee ucio aspobHBIX MHKPOOPraHH3MOB (TAMC):

pe Gonee 10° KOE B 1 r npenapara
O6wyee uncio apoxoxeit 1 rpudos (TYMC):
e Gonee 102 KOE 8 1 r npenapara
orcyreTsve B | T penapara

Escherichia coli:
PosysacTaTHH:

19,000 — 21,000 mr/raba.

95,0 ~ 105,0%

He menee 75% (Q) IEHCTBYIOLIEro BEIECTBA JAOJDKHO nepeHTH B

pactsop uepes 30 mu.

Ilpremmnemoe 3HaueHue (AV) < L1 (n=10) unu
Ipuemstemoe snaserue (AV) <L1 (n= 30), 1 B 3TOM CITyuae

mubnmyM 2 (1 - L2 x0,01)M,

maxeumym < (1 + 12 x 0,01)M

QAQ «"'gaeoH Puxrep»

cTp. 2 M3 2

He 6onee 0,3%
se Gonee 0,2%
e Gonee 0,15%

VHAMBYTyanbHEIH HEM3BECTHBIA NPOXYKT PA3NOMEHHI:
ge Gonee 0,2%
He Bosee 0,5%

roe L1 =15,0; L2 =250
a COOTEETCTRYeT TPeOOBAHMAM, YKAIAHHBIM B HJI Ne 5-00603-Q1-02-01

He pyTHHHbIH TeCT

0,09%
0,06%
<0,05%

< 0,05%
0,15%

<10 KOE/r

<10 KOE/r
COOTBETCTBYET

19,41 mr/rabn.
97,1%

98%

AV =44

Mectonaseiaense: I1-1103 Budapest. Gydmrdi at 19-:21.. Bewnrpint « Toutosoe driaemenne: 11475 Budapest 10, PL 27, Benrpis

Tenedon: 36 1 431 4000 « wwiw.gedeonrichter.com
TyGausaru sameanuii no ceprudmyaranm: certifica te_complaint@richterhu



AEPKABHA CIYXEBA 3 JIIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCHKINA OBJIACTI

mpos. Ceitauyne! Hanil, 3, m.Kuis, 02099, tenfdare: (044) 363-06-50
E-mail: dls.ko@dls.gov.us, Koa €JIPIIOY 37078774

BHCHOBOK
ApPO SIKICTH BBE3CHOI0 B YKpaiHy JIKapeoKoro 3acody
16.09.2024 Ne 45749/24/10
MEPTEHLI

(raiimenysar aikaperkoro 3aceby ariane ¥ phectpauifiniy mochiaHeHETM}
tabaeTKH, BRKPUTI naiepxosoio odoaonkelo, no 20 mr o 10 Tabaerox y 6aicrepi; o 3
faicrepn B KapTOHHII YIAKOBI
{thopma BinycRy, JOIVBAHNA, BHZ DAKVEAHHA JiKApCLROLG 2a000Y)

Howmep peectpanifiioro nocsiasenns UA/L1705/01/04 erpox aii pecerpaniiinoro nocsizuenss 01.01.2099
Cepis rikapeeroro acoby Ne T42109B Kinskicts sBe3eHOre Rikaperkoro sacoby 48

Bupofiix BAT "T'eaeon Pixtep", Yroputitaa
{afiserypanus aupoBiniga Jikapenkore 3ucofy, kpaiia noxomxerT)

Beeseno B Ykpainy ChisnHe YRpaTHCEKO-eCTOHCHKE MiANPUeMcTBO Y dopmi
TOBAPHCTRA 3 oOMexenoto pignosigaanuictio "Onriva-Dapm,
JITN", inenr. xoa: 21642228
(nalimenyvanns Ta xon 3a-CHAPIIOY opunnynod ocoGu abo npissulte, i34, 10 GRTHKOBI
iiasaeiol acoGn - manpremus, T Micue npoxnsanns Ta peecrpamitunii nosep obnixopoi
KaPTKI MAATHIKA NoAaTkia ado cepis Ti HOMED (acnopira)

Hporoxon sizyanbuoro xexrpoe sin 12.09.2024 Ne 2711/13.

32 pesyiasTaTAMI. HEAEBHOT0 KOHTPOMO BCTAHORIEHO, IO JKApChRHit 3acid peeseHo B Yupdiny 3
JOTPDHMAHHIM sinvor 3akoHoJarcTha npgo 3adeanededis srocti aikapeskix zacobis.

/é - @Z/ Bixrop CTEQKIBCHKUH
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