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TOBAPHCTEO 3 JOUATKOBOK BINNOBIAAJABHICTIO «<IHTEPXIM»

Yipaina. 65080, Ox

Tea. 380 (4

TAB«IHTEPXIM»

Ceprudikar axoeri o 261 Bin 24.10.2024 POKY

Hasea aikapcbkoro 3acody
Jikapcbka gopma, 103ypanns

Peccrpauiiine nocrinuenns

Jinensis

Micue nposagxenns aignbHoCTI
Ceprudikatr GMP

Homep cepii

Pozmip cepii

Jata BupoOGHHUTRA

Cknan na 1 Tadaerky

AHani3 nporeneHo srigxo 3

AMIJIAP IC
TabMETKH 1115 PO3CMOKTYRAHHA 31 CMAKOM BHILHI

UA/14893/01/01 =i
3MIHaAMH

TepMiH il 0e3cTpoKoBO

BupoOHuurpo nikapebkux 3acodie cepis AE Ne295499 pin
20.02.15 p., 65080, Oneceka o6nacts, M. Oneca, Jhoctaopdenka
nopora, 6yn.86

65025, M. Oneca, 21-i1 km Crapoxnisebkoi oporu, 40-A
024/2023/GMP nie no 23.12.2025 p.

2611024

5791 nakoe Nel6

14.10.24 p.

Aeksaninito xnopuay 0,25 mr, aubykainy riapoxiaopuny 0,03 mMr

MK si sminamu Nel-2 no p/m UA/14893/01/01

Haiimenyganusn Pesyabratn
i Bumorn MK$I Y
NOKA3HHKIB BHNPOGOBYBaHL
1 2 3
Onuc TabneTku 6inoro a6o Makxe 6inoro KO/bOpYy, TaGnetku 6isoro Konsopy,

T/IOCKOLMTIHAPHYHOT popMH 3 dackoro. IJIOCKOLH/TIHAPHYHOT
dopmH 3 dackoro.
A.YacH yTpHMyBaHHA NiKiB geKBaninio Ta nubykainy Ha | Bignoeigae
XpOMaTOrpaMax BHNpOGOBYBaHOr0 PO3YHHY Ta PO3UHHY
NOPIiBHAHHA (), 0AePMaHUX IPH BUNPOGYBaHHI
«KiNbKicHe BUZHAYEHHA», MAIOTh CHIENAAATH.

B. Buznauenus qubykainy rigpoxsaopuay. Ha Bignosigae
XpoMaTorpaMi BUOPO6OBYBAHOr0 PO3YHHY OBHHHA ByTH
OCHOBHA IIAAMA Ha PiBHI OCHOBHOT NIAMH Ha
XpOMaTOTPaMi pO34HHY NOPIBHAHHE, BiANOBiAHA iH 3a
pO3MipoM Ta iHTeHCHBHICTIO.

Bin 1092,5 mr 1o 1207,5 mr. 1150,4 mr

OpHopigHicTb [lpuitManbHe yncao (AV) ans nepurax 10 OJHHHLb
[030BaHUX ONMHHLb * noBHHHe 6yTH MeH1e abo AopiHBaTH L1 (15,0). Axmo
npuiMasbHe Yucao 6inbute L1, BENpo6ysanuo nigAaTh
HacTynHi 20 oAHHHLL | 06YHCAI0I0TE NpHEManbHe YHCIO.
Bumoru OJ]0 BHKOHYIOTBCH, AKIO KiHLEBe TpHHMalbHe
UHCJI0, po3paxoBaHe i3 30 ofguHHIE, MEHIUE a60 4OPIBHIOE
L1 ixoaen iHAHBIAyanbHUH BMiCT Y A030BaHIA OMUHHK LI
He € MeHwHM 3a (1 - LZ2x0,01)M i He Ginbimem 3a (1 +
L2x0,01)M npu o64HcnenHi npuitManbHOro 9HcIa
(L2=25,0).

- AeKBaniHiio xnopugy

lnenTudikauis

Cepennsa mMaca

i
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OpHOpigHICTD - AHByKalgy riApoxJopHaY
/1030BaHUX OJHHHIb *
KinbkicHe BusHadenns | BMicT CzoHaoClo N4 (AexBaniniio xnopuay) B Tabnerni mae | 0,2408 mr
oyTH Big 0,2125 mr po 0,2875 mr.

BuicT CoH30CIN3 O, (pubyKaiHy riapoxiopuay) - Bij 0,0323 mr
0,0255 mr go 0,0345 Mr, y nepepaxyHKy Ha CepefiHI0 Macy
Ta6GaIeTKH.

Mikpo6ionoriuna 3araabHe YHC/I0 aepo6HUX MikpoopraHismis (TAMC):

ypcrora ** HKpHTepiil npuiinsTHocTi 10° KYO/T,

3arasibHe YHCJI0 APiK/KOBHX Ta [J1iceHeBUX TPUGIB
(TYMC): kpuTepiii npuiinatrocti 10" KYO/r.
Bigcyrnicth Pseudomonas aeruginosaB 1.

BincyTricTs Staphylococcus aureus B 1T,

IlakyBaHHS Mo 8 Tabnetok y Gaicrepi; no 2 6aicTepy B na4ui Binnmosigae
MapKyBaHHs 3rigHo 3 MK i3Mminamu Bianosinae
TepMiH NPHAATHOCTI 3 pokH Jlo 11.2027 p.

- KoHTponb JaHOTo TECTY NPCBOLITE JUTA KOAKHOL 1’ ATof cepii TOTOROTG NPEMAPaTy ¥ 38 A3KY 3 THM, 11O Leii TeCT KOUTPOIIOKOTE B
Her}saLoBaHm TabneTkax KoxHOL cepii mpenapary. ** - KOHTponb 1aHOTO TecTy NPOBOAATE T4 KOuHOI T ATOT cepii TOTOBOTO
npemapary y 38°A3KY 3 BianosiguicTio supoGHiuTEa [JI3 BiMoram HBIT (GMP).

Bucnosok: AMUIAP IC, Tabnetkn 1s po3CMOKTYBaHHs 3i cMakom BuuwHi Nel6 (8*2) y fnicTepax B madi
cepii 2611024

pinmopinac pumoram MK 3i aminamu Nel-2 no p/m UA/14893/01/01

3asBa npo ceprudikauin: LM 5 3acBivyio, 10 HaBeNeHa BUILE iH(opMallis € TOCTOBIPHOIO Ta TOYHOK).
Lo cepito npoaykuil Byno BUpoOIeHO (BKIHOHAKOYH NaKyBaHHs i MapKyBaHHs) Ta NPOBENEHO KOHTPOIb 1T
SKOCTI Ha BHMINe3a3HAYeHit ninbHMLI y mnoBHidl BianoeimHocti 3 Bmumoramm GMP, BcTanOBNEHMMH
PEryasSTOPHUM OPraHOM YKpaiHM. a TAKOXK pinnosinHo no cneundikaiii, W0 MICTATBCA Y peecTpaLiiHOMY
nocwe. TIpOTOKOMM BMPCOHMITBA, MAKyBaHHA Ta aHallisis Oyno MEperiAHyTO Ta BCTAHOBIEHO BIAMOBIAHICTE
GMP.

3acTYNHHUK reHepaabHOro THPEKTOPa 3 AK0CTI :if}. ; 65080, ﬁ%y?;;zi
YnoeHogaxena ocoba A4 ;‘gm,gmw{g}%ga M Tixep 3.0.

wizme)  T[IB «[HTEPXIMy | (1B
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