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Ceprudikat sikocTi Ne 2030 sim 19.01.2024  poky

Haspa mikapcbKoro 3acody

Jikapceka opma, no3yBanus

PeecTpaniiine nocBixueHns

Jlinensis

Micue mpoBaakeHHs! TislJILHOCTI

Ceprudixar GMP
Homep cepii
Po3mip cepii

JaTta BUpOOHHITBA

Cknag Ha 1 came

AHaji3 NpoBeIeHO 3rixHO 3

AMILIMTPOH® BE3 IIYKPY

MOpOIIOK AJA 0PAABLHOr0 po3yuny no 13 r y came

UA/14116/01/01 3i

3MIHAMH

TepMiH 1ii 6e3cTpoKOBO

Bupoduuurso jgikapebkux 3acodie cepist AE Ne295499 gin
20.02.15 p., 65080, Onecrka obaacteb, M. Oneca, Jliocraopdheska
nopora, 6y1.86

65025, M. Oneca, 21-ii kM CrapokuiBcbkoi gopory, 40-A

024/2023/GMP nie no 23.12.2025 p.
20300124

2283 nakos Nel(
17.01.24 p.

napangeramouy 500 mr, penizedppuny rizpoxnopuay 10 mr,
¢denipaminy manearty 20 Mr, KucJ0TH ackop6iBoBoi 50 mr

MK 3i 3minamu Nel-5 o p/m UA/14116/01/01

HaﬁMEHyBaI:IHH Buvors MKSI PesyabTaTn
NOKa3HHKIB BHIIPOOOBYBAHD
1 2 3

Onuc [lopomok 6i710T0 KOJbOPY, B AKOMY J0IYCKaHThCA [lopowox 6inoro Koabopy,
BKpanyieHHd 6J1i10-0BTOT0 Ta/ab0 opaHKeBOro 3 BKpan/eHHAMH
KOJIbOPY. OpaH:XeBOro KOJMbopy

Po34MHHICTB Po3unHsieThes y Boal P npu kiMHaTHIN TeMnepatypi ta |Bignosigae
PO3YMHSAETLCS Kpallie y rapAyii Bogi P npu
TeMneparypi (85£5) °C.

lnenTHikauin A.Yacu yTpUMyBaHHs NIKIB QeHinedpuny, Bignoginae
napaueTamoJy Ta eHipaMiHy Ha XpoMarorpamax
BHIIpOGOBYBAHOT0 PO3YHHY Ta PO3YUHY MOPIBHAHHHA
(b), opepxxaHux npu BUNpo6yBaHHi «KinbKicHe
BH3HAYEHHA», NOBHHHI CiBNIafaTH.
B. Peakuia Ha ackop6iHOBY KHUCIOTY. [To3uTuBHA

CepesiHs Maca BMicTy Big 12,025 no 13,975 . 13,026

caue

Grx Qe /oo ,gg . . g ﬂ/




OnHOpiAHICTE Bumoru 0/10 BBaKar0TbCsl BHKOHAHUMH, SIKIIO
J030BaHHUX OJJMHHLB * npuiManbHe yuco (AV) ans nepiiux 10 ogMHULL
MeH1e abo fgopisHioe L1 (15,0), y BincoTkax. fKwo
npuHManbHe Yucio 6inbiue L1, y BiAcOTKax,
BUNPOBYBaHHIO MiALawTh HACTYNHI 20 ogHHHLB i
06YUCI0I0TE NpHKAManbHe yucao. Bumoru 010
BUKOHYKOTBCA, AKLIO KiHIleBe MpUiiManbHe YUCIO,
po3paxoBaHe i3 30 oguHULB, MeHIUe abo gopiBHIoE L1,y
BiZICOTKax, [ )KOJeH BMICT y OKpeMiii J030BaHil 0AUMHUILI
He £ MeHIIUM 3a (1 - L2x0,01)M i He € 6inbmum 3a (1 +
L2x0,01)M. (L2=25,0).

- napaneTamonay

- ¢peHinedpHHY riipoxaopuny

- (peHipaMiny ManeaTy

- AKCKOpOIHOROI KHMCJI0TH

CynpoBifiHi JoMilIKH Ha xpomartorpami BUIpoOOBYBAHOTO PO34YHHY:

- naola nika 4-aMiHogeHoy He Mac NepeBUIIYBaTH He feTekTyeThCA
nJowy nika 4-aMminodeHoy Ha XpoMaTorpami po34uny
nopieHsinHA (d) (0,15 %);

- I7ol1A MiKa 4-x/opalieTaHinily He Ma€ nepepuilyBaTH | He netekTyernca
0,5 nyiowi nika 4-xj0paueTaHisigy Ha XpoMaTorpami
po3uuHy nopirsaHHA (d)(0,005 %);

- JoLa 6y/Ab-SKOT0 MiKa, KpiM 0CHOBHMX MIKIB Ta NiKiB | He AeTeKTyeTbCA
4-aMiHopeHony, 4-x10paLeTaHinigy, He Ma€
IIEpeBUILYBATH NIJIOILY OCHOBHOI'O TiKa
(mapaneTaMosy) Ha XxpoMaTorpami po34uHy
nopieHaHHA (a) (0,1 %);

- cyma gomiok: He 6inbue 1,0 %. Bianosinae

KinbkicHe BusHadeHHs1 | BmicT CgHgNO; (mapaueTtamosy) B 0fHOMY callle Mae 0,4915r
oyTtH Big 0,4750 1 1o 0,5250 1;

CoH14CINO; (peninedpuny riapoxaopuay) - sig 0,0095 |0,0097 r

rzo0,0105r;
C;oH24N,0, (denipaminy maneaty) - Big 0,0190 r go 0,0197r
0,0210r;
CcHgO4 (ackop6inoBoi kucnoTH) - Big 0,0475 T fo 0,0563 T
0,0604 r, y nepepaxyHKy Ha cepeHI0 Macy 0JHOT0
catue.
Mikpo6GionoriyHa Aepo6HuX MikpoopraHiamis (TAMC): He Ginbiue 10°
yucrora ** KYO/r npenaparty.
NpiwmxoBux Ta nuiceHeBux rpubis (TYMC): He 6inble
10% KYO/r npenapaty.
BincytHicTs Escherichia coli B 1 r npenapary.
[lakyBaHH$ [To 13,0 r y cawe; no 10 cawe y nayui Bianosigae
MapKyBaHHHA 3rifHo 3 TEKCTOM MapKyBaHHsA [0 p/II 31 3MiHAMH Bignosifae
TepMiH npUAATHOCTI 3 poKH Jo02.2027 p.

*_ KOHTpOIIb JAHOIO TECTY TIPOBOATH JUTS KOKHOT AecaTol cepii.**- KoHTpo/Ib JaHOro TECTy NpOBOATE N KoAHOT necaTol cepil
npenapary y 3B 13Ky 3 imnoeinuictio supo6uuursa 713 sumoram HBIT (GMP).

Buchorokx: AMIIMTPOH® BE3 [IYKPY, nopoliiok st 0pajbHOr0 po3duHy no 13 ry came Ne10 y nayui cepil
20300124

BiJIMOBiZa€ BUMOTraM MK 3i 3minamu Nel-5 no p/m UA/14116/01/01

3asBa npo ceprudikauiro:  Llum 51 3acBinuyo, mo HaBeneHa BUILe iHGOPMALIA € JOCTOBIPHOIO Ta TOHMHOLO.



Lo cepito mponykiii 6yno BHpobneHO (BKIIOYAIOYH MAKYBAHHS | MapKyBaHHs) Ta MPOBENEHO KOHTPOJb 11 SKOCTI Ha
BHIIE3a3HAYeHiH OiIbHULI Y TOBHIH BianopinHocTi 3 BuMoramu GMP, BCTaHOBIEHMMM PEryISTOPHHM OpraHoM
VKpaiHH. a Takok BIANOBIAHO 10 creuudikailii, 10 MiCTATCA y peecTpauiiiHomy nocke. IpoTokonu BUpoOHHITEA,
NaKyBaHHs Ta aHatizie 0Y10 NepPemisiHyTO Ta BCTAHOBICHO Bianopianicts GMP.
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