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TOBAPUCTBO 3 IOOATKOBOIO BIAMOBIAAJIGHICTHO "IHTEPXIM"
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E-mail: INFO@INTERCHEM.COM.UA

Ceprudixar sxocri Ne 096 Bin 17 kit 2024 poxy

Haszma gikapcekoro 3aco0y PO3YBACTATHH IC
TAOIeTKH, BRPUYI INIIBKOBOO 060J10HK010, 10 40 Mr

Jlikapepka dopma,
AO3YBAHHS

Peecrpanifine noceignennsn

Jinensin

Micue nposagxenns

AisabHOCTI
Cepradicar GMP
Homep cepii
Posmip cepii

Jdara eapoduunTea

Bupobanureo sikaperkex 3acofis

UA/15855/01/04 3i 3minamu TepMin aii 6e3cTpokoBo

cepis AE Ne 295499 Bin 20.02.15 p., 65080, Onecsxa oGnact,
M. Oneca, Joctaopderka nopora, 6y, 86

024/2023/GMP gie no 23.12.2025 p.
0960424

469 ynax, Ne 30

12.04.2024 p.

65025, m. Omeca, 21-if km Crapokuiseskoi loporn, 40-A

AHaunis npoeeneno srinno 3 MK 3i sminamu Ne 1 o p/n Ne UA/15855/01/04

HajimenyBanus
yeal Bumorn MK Pesynpraru BHOpolyeans
MOKAZHHKIB
1 2 3
Onue Tabnerku xpymmoi gopmu 3 BOOIYKIO TaGaerxn kpyrnoi hopmu 3

NOBEPXHEO, BKPHTI ILTIBKOBOIO 0OOIOHKO0,
Gistoro komBOPY.

ABOOILYKIIOKD TTOBEPXHEI0, BKPUTI
IIBKOBOK 0DONIOHKO0, Gioro

KOMBOPY

InenTndikania A. VnerpadioneToBHi ciekTp NONIHHAHHA Amax = 241 um

PO3YHHY npenapary, OoepiKaHoro N KIEKICHOTO

BHU3HAYCHHA, B obnacTi Big 210 aM 10 380 um

TIOBHHEH MATH MaKCHMYM 3a JOBKHHH XBHNI 241

HM.

B. Peakuis Ha THTany miokcus. MosuTHBHE

C. Peakuiis (a) Ha KanbIiii. HozutHeda
Cepenns maca Bin 294,5 mr no 325,5 mr 313,3 mr

OunHopigHicTs
MO30BAHUY ONHHULIE*

IlpuiiManerne umeno (AV) mnz  nmepumx 10
OAIMHHIL NOBUHHE OyTH Merine abo NOPIBHIORATH
L1 (15,0). Axmo npniiMansye unucno Gimeime L1,
BUMPOOYBAHHIO MTAIOTE HAacTynHI 20 OxHHHIb |
0BUHCTIOTE NpHiiManbie 4rcno. Bumorn OO
BHKOHYIOTBCS, AKIIO KiHLEBE [PHHMATLHE THCNO,
pospaxoBade i3 30 oguHHMOB, MeHwe aGo
nopisHioe L1 i sxofeH iHAMBIRyanpHHE BMicT y
NO30BaHil OIHHWII HEe € MEHOIWM 3a (1 -
L2x0,01)M i He GinbINMM 32 (1 + L2x0,01)M
np# obuncnenHi npuiiMansHoro ynena (L2=25,0).
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1 2 3

Pozunuenss Ho posumny 3a 45 XB Mae nepeiTM He MeHuIe 99.9%
75 % (Q) Bin HomiHanbuoro BMicTy CaalsFN2QsS
(posyBacTaTHHy)
Cynposiasi Ha xpomatorpami eunpoGosysanoro PO3UMHY:
JOMITLKH - TUIoMma IikKa 5-0KCO pO3yBacTaTHHY He Mae | He JETERTYCTCS

nepesuurysatd 0,8 nnowl ocHOBHOro mika Ha
XPOMATOTpaMi posuuHy nopieusHHs (a) (0,8 %);

- IJIOILNA I1iKa JaKTOHY PO3YBacTaTHHY He Mac | He JNETEeKTYEThCH
nepesninyBatd 0,5 nuomi OCHOBHOro nmika Ha
XpoMaTorpami po3uMHy HOpiBHIHHA (2) (0,5 %),

— IUIOMIA IKa aHTH-i30Mepy po3yBacTaTHHy He 0,04 %
Mae repeBHiyBaty 0,5 IIowli OCHOBHOTO mika Ha
XpOMaroTpami posuuiy nopisHaHHA (a) (0,5 %);

- Tnowa mnika Oyab-skoi AOMIIIKH He Mae 0,03 %
nepesunysatd 0,2 1IOHI OCHOBHOrO mMmika Ha 0,03 %
Xpomartorpami posunny nopieHsHHs (a) (0,2 %);
- CyMa MNOLI YCIX TIKiB, KpiM OCHOBHOIO miKa, He 0,10 %
Ma€ nepeeuiysard 2,0 oot ocCHOBHOIO Mika Ha
XPOMATOrpaMi posuuHy nopisHsuis (a) (2,0 %).

Bona He 6ineure 5,5 % 4.4 %

KinbkicHe Busnavenns | Bmict Ca2HasFN3OS (posysacraruny) B TabneTid | 39,8 mr
Mae 6ytu Bin 37,0 Mr jio 43,0 mr, Y HepepaxyHKy
Ha cepenHio Macy TabreTku.

Mikpo6Gionoriuga IIpenapar HAnCKWTE 10 HEBOAHHX HECTEPHIBEHHUX
upcToTa** TKapChbKHX 3aco0ie Ans CpaiLHOTO
3aCTOCYBAHHA,

3araneHe uueno  aepoGHUX MIKpOOpradizmie
(TAMC): kpurtepiit npuitaarHocTi 10° KVO/TL,

3aranbHe 4HCNO JIPDKIKOBHX Ta  ILTICEHEBHX
rpubie  (TYMC):  kpurepiii NPUAHATHOCTI

10? KYO/T.
BincytHicts Escherichia colis 1 ¢ npetapary.
IMakysamusg Ilo 10 rtabnetok y brictepi; no 3 Guicrepu B | Bimmosimae
BTN
Mapkyganis 3TiAHO 3 TEKCTOM MAPKyBaHHS 10 P/I 31 3MizaMy Bignosigac
Tepmin mpunarnocti 3 pokm Ho 05.2027 p.

* - Kontpons mamux Tecrir HPOBOAATE A KOXHOI I'ATOY cepil Torosoro npenapary Y 3B’A3KY 3 THM, o 0i TecTH
KOHTPONIIOIOTE B HE(ACOBAHMX TabIeTkaX KowHOT cepii nperapary.

** - KORTpO/Tk HaHOTO TECTY NPOBOAST JUIT KOKHOL I sT0i cepil npenapary y 38°13Ky 3 BiFOBI THiCTIO BHpOOHHUIITRA T3
Bumoram HBIT (GMP).

Bucnoeok: PO3VBACTATHH IC, Tabnerku, BKpHTI TTIBKOBOIO 00II0HK010, 110 40 M Ne30 y Onicrepax
B nauni cepii 0960424 siznosigae Bumoram MK i aminamu No 1 no p/m Ne UA/15855/01/04.

3anBa npe ceprudixaniro: Ilum a 3aCBIYYIO, IHO HaBefcHa BUING inopmallis € pocToBipHOW Ta
TouHomw. Lo cepiro mponykuii Gymo BupoGaeno (BIUIOYAIOMK MaKyBaHHA | MAapKyBaHHA) Ta [POBEAEHO
KOHTPO/Ib I fKOCTi HAa BWINe3a3HAueHIH JiNLHHIG Y DOBHii Binnosinmocti 3 BHMoramn GMP,
BCTAHOBJICHUMH PETYIATOPHAM OprauoM YikpaidH, a Takox BiZMOBiMHO 10 cneunikaniii, wo MicTaThes
Y peecrpauiiinomy gocse. ITporokomu BHPOOHMITBA, MaKyBaHHS Ta aHANi3ip Oya0 meperiaHyTO Ta

BCTAHOBIICHO BiANIORIAHICTE GMP, N
Ykpalina
3acTYNHUK reHepanbHOro AupexTopa 3 akoeri | M 65080, m. Opeca
/YnosHoBaxena ocoda /woginopoceka aopora, 86 . O. Tixep
A/ TAB “IHTEPXIM”
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