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Hepexinan Ha ykpaiucbKky Moy

I'exeon Puxrep

CEPTH®IKAT CEPII
Hassa npoaykuii: BEJIAPA®
Kpaina sBupoSunxka: Y roplunHa; Kpaina-imnoprep: Yipaiia

Ynnne no: 09.04.2025

Chuaa nii: 0,03 mr etuninectpamiony ta 2 mr XJIOPMAIMHOHY alleTaTy

Jlikapcewka dopma: Tabnerkn, BKpUTi miBKoBoO0O 0DONOHKOK)

Poswmip I Tan ynakosiu: 1o 21 tabrerni g Gricrepi, no 1 GiicTepy B KapTOHHINA yHAKOBIl
Homep cepii: T34544A Posmip cepii: 24 270 y.

Hata eurorossienns: 04.2023 Hata sakinuenns TepMiHy npuaaruocri: 04,2026

Haseu; agpeci, Homepu aiuensii ta ceprugikarie GMP Beix Bupobumunx abisiHox i ANISHOK '

KOHTPOAIO AKOCTI:

Hassa(-n) i anpeca(-u) | Cranii BHPOOHHUITBA Homep ninensii na Homep ceprudgikara

BUpoOHHKA(-KIB) BHPOOHMIITBO GMP

BAT «I'eneon Pixtep», | IMoBHMii Lkt HU-M-RICH OGYEI/20786-7/2022
| H-1103, Bymanenrr, BUPOOHUIITER, YIIAKOBKA,

By1. /leMpef, KOHTPOJIb 9KOCTI Ta

19-21, Yropnuvna., BHUIYCK Cepil

Komenrapi: Bkazana suime cepis BUITYIIEHA HA PUHOK,

3asBa npo cepridikauiro: IlnM 3acBinuyto, 116 Harenena BuIne iHdopManis cripasxkas i TouHa. La cepis
JIIKApCHKOro 3acoly Oyia BUT'OTOBJICHA, BKIIFOYANYM YNAKOBKY/MApKyBaHHS Ta KOHTPOJIb AKOCTi, Hd
3a3HAYCHIN(-HX) BHINE BUPOOHHYIH(-uX) AUIIHLI(-Kax) y moBHiit BIANOBiAHOCTI A0 BuMor GMP micnesoro
PETYJSITOPHOTO Oprady Ta cnenudikalii, cXBaJIeHoi B Kkpaini-iMmoprepi. [TpoTokomnu BHPOOHHIITBA, YIIAKOBKYU
Ta aBami3iB Oy NEePeriaHyTi I BCTAHOBIEHO BiAmoBiAnicTs GMP,

Hara BHUITYCKY cepil: 09.06.2023

Hara Bunycky ceprudikara:  09.06.2023 -

J-p Wuitoi [Terep
ViosHoBaKeHa 0coba (minmuc)
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Ne CEPIi: T34544A

Iepexaan na ykpaincnky MoBy

T'eneon Paxrep

Micuesnaxonmenns H-1103

___ _PE3VJBTATH AHAJIIBIB o
TECTH BUMOI'HN HAHI AHAJII3Y
OIIMC: CBITIIO-poXeBI, KpyriI, ABOONYKII TAOIeTKH, BKPHTI IJTIBKOBOK)

| 000JtoHKO0. S1apo Ginoro abo maitxke Hinoro KOIBOpY BIAIIOBI A€
CIIPABJKHICTE:

Meroa 1 | OcHOBHI MK Ha XpOMATOrpaMi BUIPoGOBYBaHOTO PO3YHHY 33
(TIIX) | xonpopom 1 Bemuumnow Rf MOBHHHI BiATOBINATH ILISMAaM
€THHINeCTpaaiony i XJIOPMAIMHOHY alI€TaTy Ha XpoMaTorpami
CTAHZAPTHOTO PO3YUHY. BLATIOBIgaE
Meron 2 | Yacu yTpumyBaHHS OCHOBHYMX HIKiB Ha XpoMatorpami
(BEPX) | BMNpo6oBYBaHOr0 po3idHy NOBHHHI CIIBMARATH 3 4ACAMH
YTPHMYBaHHA MiKiB eTHHITecTpaniony i XJIOPMAIOHHOHY aleTaTy
Ha XpOMaTOrpaMi CTaHAapTHOr O PO3UHHY. BiINIOBI A€
Bapeuukn: 3amisa oxcua: | Peakiiis oBHEHA 6YTH TO3HTUBHO (PO34MH 30IRHOTG 3aTHILKY
(konbopoBa peaxirif) MICJIA CHIAMIOBAHHSA NPH AOJABAHH] PO3YHHY aMOHIO TioliaHaTy
(HeoDOR’ a3k0BHI TeCT) | HaGyBae HYEPBOHOI O 3abapBiIeHH). BUIMIOBIIAE.
Turany niokcna: | Peakuis mosuyHa OyTH TIO3UTHUBHOKO (POIUMH 30IbHOIO 3ATHIULKY
(xonsopoBa peakuisn) | micus CHanOBaAHHA TIPH JONABAHHI POIUMHY NEPEKUCY BOIHIO
(neoboB’ A3k0BMI TecT) HabyBae XKOBTOro 3abapBieHHS). BiANOBiTae
3AJIMIIIKOBI

| OPTAHIYHI
PO3YNHHUKU: Eranon: He Ginbue 0,5% 0,0%
(nepioguunuil Tect) -

MIKPOBIOJIOTTYHA 3araabHa KiNBKICTh aepofHUX MikpoopraHizmie (TAMC):
HUCTOTA: He Gintwe 10° KYO/r | <10 KYO/r
(Heperymnapue 3aransHa KinbKICTh APDKIKOBUX. Ta HELIEBHX rpubi (TYMC): <10 KYO/r
BUIIPOD yBAHHSA) He Oineme 10° KYO/r
| Escherichia coli; BIACYTHI B | T npenapary BIANIORIZAE
CTOPOHHI Homiwxu (npodyxmu posxradanis) emuHinecmpaoiony:
HAOMIIIK: 0-0KCO-€THHIECTpaLioN: He 6me1ne 0,5% | <0,10%
(BEPX) AUD _pymerizpo-ernuinectpagion: He Glsme 1,0% | <0,10%
[ppoxkcu-eTuninecrpanion: He Ouplie 0,5% | <0,10%
byns-sika iHlIa QAMHHYHA OTOMILIKA". He Outelre 0,5% | <0,05%
CyMa iHIIKMX OQHHAYHKX JOMiLIOK: He blpLie 0,5%. | <0,05%
Homituxu (npodykmu posxradanus) xnopmadurony ayemamy:
GOpM ‘:}&% \ | Byab-gka onuemuna jomimka: ne bitee 0,5% | <0,40%
™~ -. W\ Cyma nomilok: He butbine 1,0%. | <0,40%
wiin S o
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llepexaan Ha ykpaiHCBKY MOBY

I'eneon Puxrtep

No CEPIL: T34544A
PE3VIBTATH AHAJII3IB

TECTHU BUMOI'H HAHI AHAJII3Y
KUIBKICHE ETuninecrpamion:
BHU3HAYEHHA: 28,5 — 31,5 MKr/Tab. BKPUT. 0001, 30,20 Mxr/Tabn.

95,0 - 105,0% 100,7%

XJIOPMaAUHOHY aLETaT:

1,900-2,100 mr/Tabn. BpHT. 060y 2,017 mr/tabn,.
L | 95,0 - 105,0% o 100,9%
PO3YUHEHHA: He menw 75% (Q) Bin HOMiBanbHOT KiIbKOGT KOXHOT i ro40f

PEYOBMHH (eTHHINEcTpamiony Ta XJIOpPMa/IHHOHY alLleTaTy)

MOBUHHO MEPCHTH B po34uH 33 30 XB.

Eruninecrpanion: | 99%
XIopMaguHOHy anerat: | 100%

OHHOPIILHICTB AV <15 (n=10), ﬂi{mﬁ YMOBA HE BUKOHYETLCS, TOMI

JIO30BAHUX AV <15(n=30), i oz 30/30 TA0NETOK, BKPHTHX 0BOIOHKOIO,
OAUHHALIE: | KINbKicHUH BMicT Aitouoi peuOBMHY Ma€ OyTU B iHTepRani
METOA NPAMOro 0,75xM - 1,25xM, (me: AV- JOMYCTUME BiaXuNeHHs, M-
BM3HA4YEHH PCKOMEHACBAHA BENUYHHA).

| Ernuinectpagion: | AV=238
__XnopmamuHoHy anerat: | AV =2,8

BucHoBox: Akicte Ipenapaty BiANOBIIAE€ BUIMOraM, 3a3HAYEHUM B HJI Ne 5-80965-Q1-04-01
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