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TOBAPHCTEO 3 JIOAATKOBOI BINNIOBINAJBHICTIO «IHTEPXIM»

na. 65080, Onec
Tea. +330 {4

T/B «IHTEPXIM»

Ceprudikar sixoeri Ne 266  Big 25.10.2024 poKYy

Ha3zga nikapeskoro 3acoGy
Jlikapebka popma, 1o3yeaHHs

Peecrpauiiine nocsiguenns

Jinensis

Micue npopaxaenns gisnsnocri
Ceprudikar GMP

Homep cepii

Po3mip cepii

Hata BupoGHnUTEA

Cxnan na 1 taGnerky

AHani3 npoeeaeHo 3riaHo 3

AMIJIAP IC
TabNeTKH 1715 PO3CMOKTYBAHHA 3i CMakoM anenbCHHY

UA/14892/01/01 3i
3MIHAMH

TepMiH 1il Ge3cTpokoso

BupoSuuuteo nikapeekux 3acobis cepis AE Ne295499 gin
20.02.15 p., 65080, Oneckka o6nacTs, M, Oneca. Jhoctnopderka
nopora, 6yn.86

65025, m. Oneca, 21-it kM CrapoKHIBCLKOT noporu, 40-A
024/2023/GMP nie no 23.12.2025 p.

2661024

5774 nakoe Nel6

16.10.24 p.

Aekeanitiio Xaopuay 0,25 mr, nubykainy rigpoxnopuay 0,03 mr

MK 31 sminamu Nel-2 no p/n UA/14892/01/01

HaiimenyBanns PesynabraTn
i Bumorn MK4 ¥
NOKA3HHKIB BHIIPOOOBYBAHEL
1 2 3
Onuc Tabnerku Gisoro a6o maitxe Ginoro KOJIbODY, Tabaerkn 6inoro Konbopy,

IIOCKOLMNHAPHYHOI dopMH 3 dackolo. NIOCKOUMAIHAPHYHOT
dopmu 3 dackoio.

A, YacH yTpUMyBaHHS MIKiB feKBaxinio Ta Anubykainy Ha | Bignosigae
XPOMaTOrpaMax BHIPOGOBYBAHOTO PO3YHHY Ta POIYHHY
NOPIBHAHHA (C), 0flepKaHHX [IPH BHNIPOBYBaH Hi
«KiNbKiCHE BU3HAYEHHA», MAIOTh CniBnajarTH.

B. Buznauenns gubykainy rigzpoxsopuay. Ha Bianosigae
XpOMATOrpaMi BHIPOGOBYBAHOI0 PO3YHHY IOBHHHA BYTH
OCHOBHA N/1AMA Ha PIBHI OCHOBHOI MAAMH Ha
XPOMaTOrpaMi po3uuHy NOpiBHAHHS, BigNOBiAHa [if 3a
PO3MIPOM Ta iHTEHCHBHICTIO.

Bin 1092,5 mr 1o 1207,5 mr. 1152,3 Mr

OpHopiaHicTh lpuitmanene uncio (AV) ana nepuwux 10 oguHUIL
£030BaHHX OAHHHIDb * MOBHHHE 6yTH MeHlile a60 AopieHoBaTH L1 (15,0). Axmo
IpHHAMabHe YUcio binbime L1, BHUNPOOYBaHHIO NiA4al0Th
HacTynHi 20 ofUHHLE | 06YHCTIOITL NpHHAMAaJbHE YUC0.
Bumoru 0|0 BUKOHYIOTHCS, K0 KiHLeBe NpHiManbHe
HCN0, po3paxoBaHe i3 30 oANHHIL, MeHIIe a60 AOPiBHIOE
L1 ionen iHAMBIAyanbHUI BMiCT y 030BaHIH OAHHHL
He € MeHIIMM 3a (1 - L2x0,01)M i He 6inbmum 32 1+
L2x0,01)M npu o64sCReHH] TpHIMANbLHOr0 YHeaa
(L2=25,0).

- IeKBasiHi0 Xa10puay

[nenTudikauis

Cepenns Maca

httr /093 £1g gt o Hot?




OpHOpiAHICTE - TMOYKaiHy ripoxXJI0pHAY
JL030BAHKX OTHHHULb *
KinbkicHe BuzHauenns | Bmict CsoHaoClyN4 (AexBaniiio xnopuay) B TabneTii Mae 0,2498 mr
6ytu Big 0,2125 Mr no 0,2875 Mr.

BuicT CaoHzoCIN5O, (aHbyKaiHy Tizpoxaopuay) — BiA 0,0309 mr
0,0255 mr go 0,0345 Mr, y nepepaxyHKy Ha Cepe/iHIO Macy -
TaBJIeTKH.

MikpoGionoriuHa 3arasbHe 4Mc10 aepo6HHx MikpoopraHiamis (TAMC):

gucroTa ** KpHTepiit npuitHATHOCT] 107 KYO/T.

3arajbHe YHCIO0 APIKIKOBHX Ta IJIiCEHEBHX IPHOIR
(TYMC): kpuTepiét npuiinaTHocti 10 KYO/T.
Bincytnicts Pseudomonas aeruginosae 1r.

BizcyrtuicTs Staphylococcus aureus B 1 T.

[lakyBaHH:A Mo 8 Ta6aeTok y 6aicTepi; no 2 GaicTep B nayi Bignoeinae
MapkyBaHHA 3rigno 3 MKA i3MiHaMH Bignogsinae
TepMin 0pHAAaTHOCTI 3 poKH Jo 11.2027 p.

* - KonTponib 1aHOTO TeCTY NPOBOIATH 1L KOAKHOI [T’ ATO1 Cepil TOTOBOTO Npenapary ¥ 38 3Ky 2 THM, LU0 Ieif TECT KOHTPOIHIOTE B
Heq)aconaﬂm TaGreTkax KoHoi cepii mpenapary. ** - KOHTpOTE TaHOTO TecTy MPOBOIATL J18 KOKHOI I'ST0T Cepii 1010R0T0
npenapary ¥ 3B 43Ky 3 BinosiTnicTio BHpoduuuTea [JI3 BHMOTay HBIT (GMP).

Bucuopok: AMIJIAP IC, TabneTku s PO3CMOKTYBAHHS 31 CMAKOM amenbCHHY Nel6 (8*2) y Gnicrepax B
nauni cepii 2661024

pinnosinac pumoram MK 3i sminamu Nel-2 no p/mn UA/14892/01/01

3asiBa npo ceprudikanito: LU 5 3acBigtyto. MO HaBEACHA BHUULE iHQOopMallis € 1OCTOBIPHOIO Ta TOYHOH.
[0 cepito mponykuii 6yn0 BupoOGaeHO (BKIOYA0UH NaKyBaHH: i MapKyBaHHs) Ta MPOBEIEHO KOHTPOb 1T
SKOCTI Ha BHUUIC3a3HAYEHil miMbHULI y TOBHiN BimmoimHocTi 3 Bumoramu GMP. BCTaHOBAEHMMH
PEryIATOPHHM OpraHoM VYKpaiHH. a Takox pinmosinHo 10 creundikaliil, WO MICTATECA Y peecTpaLiiiHoMy
nocke. [lpoTokonu BUpOCHHUTBA, NaKyBaHHA Ta aHaTi3iB Gy0 NeperaHyTO T2 BCTAHORIEHO BILMORIIHICTD
GMP.

Yupaina

: : 65080, m. Opeca |
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BILOIT KOHTPORIO AKOCTI

3aCcTYNHMK reHepaIbHOro IMPEKTopa 3 KocTi




