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Ceprudixar akocri Ne 253 Bin 10.10.2024 poky

Hasga aikapebkoro 3acoly HOOBYT® IC

Jlikapeeka popma, no3yBaHus Tabnerku nio 0,1 r

UA/8831/01/02 3i
3MiHaMHK

Peectpauiiine nocsiguenns TepMiH Jii GescTpokoso

Jlinensis Bupo6uuLreo nikapebkux 3aco6is cepia AE Ne295499 gig
20.02.15 p., 65080, Onecoka obnacte, M. Onieca, Jloctaopderka

nopora, 6yn.86

Micue nposakenns nisabrocri 65025, M. Oneca, 21-if km CrapokuiBcbkoi noporu, 40-A

Ceprudixar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 2531024

Po3mip cepii 32437 nakop  Ne2(

HNarta BupoGuuuTBa 02.10.24 p.

AHani3z npoBeneno 3rigno 3 MK 3i sminamu Nel-6 no p/mUA/8831/01/02

OAHIH NOBepxHi TabNeTKH HAHeCeH il TOBapHHH 3Hak
NiANPHEMCTBA, Ha Apyrii noBepxHi TaGaeTky — PHCKa.

Haiimenysauna Pesynvtatu
. y . Bumoru MK$] 4
NOKA3HUKIB BHNIPOGOBYBaHL
1 2 3
Onuc Tabaerku 611010 a6o 6isoro 3 JKOBTYBaTHM BiZTIHKOM Tabnetku 6inoro 3
KOJIbOPY, IIOCKOUMJTIHADUYHOT dopmy, 3 dackoro. Ha KOBTYBATHM BiJTiHKOM

KoJ1bOpYy,
IIOCKOUMITIHAPHYHO]
dopmy, 3 dackolo. Ha
OZIHI} noBepxHi TabmeTkK
HaHeceHUH TOBapHUii 3Hak
NiINpUEMCTBa, Ha Apyrii
nosepxui rabaeTky ~
pHCKa.

lnenTudikanis

A. Yavrpadionerosuii CIEKTP NOTIMHAHHA PO3YHHY
TIpEnapary, 0/epaHoro A KiIbLKICHOro BH3HA4YeHH4, B
obJiacri Big 220 um /10 300 HM noBUHEH MaTH MaKCHMyMHU

TIOTTMHAHHSA 3a JOBMKHH XBHJb 251 HM, 257 HM Ta 263 HM.

Amax = 252 um
Amax =257 gm
Amax =263 um

B. Peakuiis Ha NIEPBHHHY aMinorpymny. [ToauTHeHA
C. Peakuis (a) Ha XJIOpU /K. [osuTueHa
Cepenus maca Bin 0,1480r 00,1720 r 0,1613 r
/-
JDe G e -



[Ep,ﬂopi;micn, Bumoru 010 BBaXAOTHLCA BUKOHAHUMHU, AKILO
JI030BAHUX OAHHHLDb * | mpUHMaJibHe YHCI0 (AV) Anis epLIkx 10 oMHHIE MEHIe
a6o gopisHioe L1 (15,0), y BincoTKax. Ax10 npHiiMaIbHe
yucno 6insiwe L1, y BiACOTKAX, BUNPOBYBaHHIO MAAAOTD
nactynHi 20 oagxHHLb i 064K CTI00Th NpHHEMa/bHE YUCIO.
Bumoru 0/10 BHKOHYIOTbCSA, AKILO kiHLeBe NpuiiMasbHe
4uc0, pospaxoBaHe i3 30 0ANHHLD, MeH1e a60 LOPIBHIOE
L1,y BigcoTkax, i Ko/eH {H/iMBigya/IbHIH BMICT Y
7030BaHii OMHHI{ HE € MEHIIUM 38 (1-L2x0,01)Minec
Ginpwum 3a (1 +L2x0,01)M. (L2=25,0).

Po3uMHeHHs KpwTepiit npuiHATHOCTI Ha piBui S1 noBuHen 6yTH He 99,3 %
menie (Q + 5) % Anst KO)KHOI 3 6 OfHHKULB. AKLI0
OAepKaHi pesyspTaTH He BiANOBiAAIOTE KPUTEPIKO
NpUAHATHOCTI HA piBHi S1, BUTIPOGYBaHHA IPOJOBXKYIOTD
Ha pinax S2 260 S3.Q =75 %. Yac posumHeHHs 45 XB.

Cynpogigui fOMIIIKH Ha xpomarorpami BUMPOGOBYBAHOTO PO3YHHY OyAb-AKa Menwe 0,2 %
/ifiMa, KpiM OCHOBHOI, He NOBHHHA GyTH iHTEHCHBHILLIO
3a [WIAMY Ha XpOMaTorpaMi posuuHy nopisusanis (0,2 %).

KinbkicHe Bu3HauyeHHs |BMicT C1oH13NO,eHCI (penibyTy) Mae gyTu Big 0,0950 T 0,0997r
10 0,1050 1, y nepepaxyHKy Ha CepeH}0 Macy TabJeTKH.

Mikpo6ionoriyia 3arajibHe YMC/I0 aePOBHHMX mikpooprasiamis (TAMC):
ypcrora ** KpuTepili IPUHHATHOCTI - 103 KYO/r.

3ara/ibHe UMC/I0 APIKPKOBHX T MJIiCEHEBHX rpubis
(TYMC): KpuTepi# MpuHHATHOCTI - 10?2 KYO/r.

Bizcyrnicts Escherichia coli B 1 r npemnaparty.

TlakyBaHHsA To 10 Ta6aeTok y 6ictepi; no 2 aicrepn y navii Bianoginae
MapKyBaHHs 3rifHO 3 TEKCTOM MapKyBaHH:A 40 p/n 3i 3MiHaMu Bianosijae
Tepmin NPHAATHOCTI 3 pokH Jo011.2027 p.

% _ KOHTpO/Ib. JAHOTO TECTY MPOBOAATH 1 KOPKHOT IF §TO1 cepil roTOBOTO npenapary y 3B sI3Ky 3 THM, LUO Leit TECT KOHTPOIIOOTH B
HeacoBannx TabreTKax KOXHOT cepii npenapary. ** - KOHTPOIL AAHOTO TECTY TPOBOAATH JUIA KOXKHOT I 4TOT cepii roTOBOTO
npenapary y 38'A3ky 3 pignosiamicTio BupoGHIUTEA [J13 BUMOraM HBIT (GMP).

Bucuopok: HOOBYT® IC, Tabnertky o 0,1 r Ne 20 (10*2) y Gnicrepax y naywi cepii 2531024
pinnosinae Bumoram  MKA 3i aminamu Nel-6 1o p/n UA/8831/01/02

3asa npo cepTudikauiro; Lum 2 3acBifuyl0, WO HABENEHA BUILE inopmauis € 10CTOBIPHOIO Ta TOYHOIO.
Lo cepito mpomykuii 0ysio BUpOGNEHO (BKIKOUAIOYH MaKyBaHH: i MapKyBaHHs) Ta MPOBEAEHO KOHTPOJDL it
JKOCTI Ha BMILLe3a3HaueHiit AinbHAUL Y [OBHI{l BIZMOBIAHOCTI 3 BUMOTamH GMP, BCTaHOBJIEHHMH
pEryATOPHHM Oprajom VikpailH, a Takox BinnoBiaHo no creuudikauii, Wo MIiCTATBCS Y peecTpauiitHoMy

nocwe. TTpoTokony BMpOOHHLTBA, NAaKyBaHHA Ta aHanizig Gysno nepernaHyTo Ta BCTAHOBICHO BiAMOBIIHICTD
GMP.

Yipaina

o 65080, m. Opeca |

Tioctnoptcska popora, 86 H1XCP 3.0.
(mizyme) TRR «IHTEPXIM» (1)

BIAAI KOHTPOMIO AKOCT!

3acTyNHHK reHepajbHOT0 IHPEKTOPA 3 SIKOC i,

VnosxoBakeHa ocoda
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