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TOBAPHCTBO 3 AOUATKOBOIO BIAHOBIJAJUDBHICTIHY «IHTEPXIM»

TAB «IHTEPXIM»
Vipaina. 65080, Onecrra ofn., ». Oneca, Jwoersoppenka nopora, v 86 V
e, +380 {48) 777-26-50. E-mail info@interchem.com.ua g

Ceprudikar axocri No 279 eig 28.10.2024 poky

Hasga nikapcekoro 3acody BEH30HAI IC®

Jlikapceka dopma, 103yBaHHA Tabnetku no 100 Mr

PeecTpauiitne noceinuenns UA/9793/01/01 3i TepMmiH il De3cTpoKOBO
3MIHAMH

Jliuensis BupobHnureo nikapeskux 3acobis cepis AE Ne295499 pin

20.02.15 p., 65080, Oneceka obnacts, M. Oneca, JllocTnopdebka
nopora, oyn.86

Micue nposaxxeHns 1isiLHOCTI 65025, M. Oneca, 21-it kM CTapokuiBchKoi Toporu, 40-A
Ceprudikatr GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 2791024
Po3mip cepii 7342 nakoB  Ne50
Jdara BUpoGHHUTEA 24.10.24 p.
AHaJli3 npoBeaeHo 3TiaHO 3 MK 31 sminamu Nel-4 no p/m Ne UA/9793/01/01
Haiimenysannsn PesynbTaTh
. Bumoru MK
NOKAIHHKIB BHNPOGOBYBaHL
1 2 3
Onuc Tabaerku 6imoro konbopy, MIOCKOUKAIHAPHIHOI popMu 3 | TaGIeTKH 6iI0ro KOJIBODY,
dackoro. Ha oanii nosepxui Ta6neTkn HaHeceHHH IUIOCKOLIMIIHAPHYHOT
TOBapHHH 3HAK MiANPHEMCTBA, Ha APYTiil NOBepXHi dopmH 3 dpackoro. Ha ogniit
TabJeTKH - pHCKa NOBEPxHI TAbNETKH

HaHeCeHHH TOBAapHHI 3HAK
NiANPHEMCTEA, Ha APYTiH
NOBepxHi TabJeTKH -
PHCKa

InenTHdikauia A.YnbTpadioneTosui cnekTp NOMMHARHA PO3YHHY AMax = 258 HmM

npenapary, 0AepKaHoro JJs KIIbKICHOT0 BH3HAYeHHA, B |Amin = 231 HM

obnacti Big 220 um 70 360 HM IOBUHEH MaTH MaKCHMYM
33 JOBXHHH XBUJI 257 HM i MiHIMYM 32 JOBXHHHU XBHIII

230 M

B. Peakuiis Ha 6ap6iTyparu [lozuTHBHA
CepeaHs Maca Big 129,5 mr g0 150,5 mr 139,8 Mr
OpHopizHicTL IIpuiiManbre yucno (AV) ans nepumx 10 ofHHHIE -

A030BaHHMX OAHHHIL * | OBUHHE 6yTH MeHIe a60 JopisuioBaty L1 (15,0), y
BigcoTKax. Ko npHiManbHe yucao 6iapme L1,
BHIIPOGYBAHHIO MiALAI0TL HACTYTHI 20 O4HHHLE
0GYHCIIOITE IPpHAMabHe yucno. Bumoru 010
BHKOHYHOTbLCA, AKILIO KiHLEBe NPHHMa/bHE YHCIO,
pospaxoBaHe i3 30 ofuHHIB, MeHIIe a6o gopisuwe L1,y
BiZICOTKAX, i KOAeH IHAUBIAyaNbLHHI BMicT y f030BaHiH
opuHMI He € MeHItKM 32 (1 - L2x0,01)M i He 6inbluum 3a
(1+L2x0,01)M. (L2=25,0).
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Po3unHHeHHs KpuTepiii npuHHATHOCTI Ha piBHI S1 NOBHHEH OYTH He 82,4 %
meHr1e (Q + 5) % A1 KOKHOI 3 6 OAHHHLB. FAKILO
o/lepxaHi pesy/IbTaTH He BIANOBILA0Th KDHTEPIO
npuHHATHOCTI Ha pieHi S1, BUNPoOYyBaHHA NPOAOBKYIOTE
Ha piBHax 52 a6o S3. Q = 75 %. Yac posunHenHs 45 xB.

CymnporifHi JOMINIKH Ha xpomaTorpami BUNpo60BYBaHOTO PO3YHHY MLIAMa, Mene 0,4 %
BifimoBigHa peHobapbiTany, He Ma€ 6YTH IHTEHCHBHILIOKWO
3a IJIAMY Ha XpOMaTorpaMi po3uuHy NopiBHAHHA (a)
(0,4%)

Ha xpomaTorpami Bunpo6oByBaHOr0 pO3YHHY IIAMA 3 Menuwe 0,4 %
Rf=0,37+0,02 (zudeninpue noxigne) He Mae 6yTH
iHTeHCHBHIIIOW 33 NIAMY Ha XPOMaTOrpaMi po34HHY
nopieuanHA (b) (0,4%)

KinbkicHe BusHayenHs | Bmict C19H16N204 (6eH306ap6iTany) noBuHueH 6yTH Bif, 99,7 mr
95,0 mr no 105,0 Mr, y nepepaxyHKy Ha CEPEeLHIO Macy
TabJIeTKH

Mikpobiosioriusa 3aranbHe yucao aepoGHux Mikpoopralismis (TAMC):

ypcToTa ** KpuTepii mpuiinaThocti 10° KYO/r.

3arajibHe YHCI0 IPpIK/KOBHX Ta NliceHeBUX rpHbiB
(TYMC): kpurepill npuiinataocti 10% KYO/r.

BizcytHicTb Escherichia coli B 1 r npenapaty

[lakyBaHHSA [To 10 TabneTok y 6aicTepi; mo 5 GaicTepis y maynl Bianorinae
MapKyBaHHHA 3rigno 3 MKA 3i 3miHaMmu Bignoeigae
TepmiH npuAaTHOCTI 4 poxu Jo 11.2028 p.

* - KoHTpOMTb JaHOTO TECTY MPOBOIATE 11 KOAKHOT 1 4T0i cepii roToBOro Npenapary v 38" 43Ky 3 THM, I00 LS TECT KOHTPOIIOKTE B
Hepo3dacosaHix TableTKax KoKHOI cepii npenapary. ** - KoHTposib 1anoro TecTy MPOBONATE A1 KOsKHOT 1I1'#T01 cepii roToBoro
Hpenapaty v 38 A3Ky 3 BLANORiAHICTIO BrpoOHiuTsa [713 Bumoram HBTT (GMP).

Bucnoeox: BEH30HA IC®, Tabnetku no 100 mr No50 (10*5) y 6nictepax y mauui cepii 2791024

pinnosinac eumoram MK 31 sminamu Nel-4 no p/m Ne UA/9793/01/01

3asiea npo cepTudikanito: Llum s 3aceimuylo, mo HaseneHa Buile iHGOPMALLA € TIOCTOBIPHOID Ta TOYHOIO.
‘o cepito nponykuii 6yno Bupobneno (BKIIOYAIOYM NAKYBAHHA 1 MapKyBaHHA) Ta NPOBEACHO KOHTPOb 1
JKOCTI Ha BHINE3a3HaueHI MinmeHMLi Yy mMoBHIH eigmoeiaHocTi 3 BuMoramd GMP, BcraHoBaeHHMH
PEryISTOPHMM OpraHoM YKpaiHu, a TaKoxk BIANOBIZHO 10 crelmbikalif, 1o MiCTATBCA y peecTpauifiHoMy
nocke. TIpoTokonu BUPOOHHUTEA, MaKyBaHHS Ta aHai3ie GyNO MEPErAHYTO Ta BCTAHOBJIEHO BiAMOBIAHICTH
GMP.

(‘? - Ypaina
ACTYNHHK FeHepabHOIr0 AHPEKTOPA 3 AKOCTH , *hendt ot
3acry p Aup p cheng < BB0B0, m. Opeca

YnoeHoBazkeHa ocoda \ £ Mwcroophenka gopora. 88 [ixep 3.0.
(mme)  THB dHTEPRIM (IIE)

BIAZIN KOHTPOMO AKOCTI




