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TOBAPHMOCTBEO 3 JORATKOBOK BIANOBLIAJIBH ICTHY «IHTEPXIM»

s, HHOR0, Onery
reat, +380 (48) 777-

Ceprudixar sxocri N 124 Bin 17.06.2025 poky

Ha3sga nikapcebkoro 3aco0y MEMATOH IC

Jlikapcbka opma, 103yBanHs TaBNeTKH, BKPUTI TUTiBKOBO 060MOHK0H0, 110 20 MF

PeecTpauiiiHe mocBiayeHHs UA/16535/01/02 3i TepMiH 1ii 6e3¢TPOKOBO
3MiHaMH

Jlinensist Bupo6uuUTBO Jikapebkix 3acobis cepis AE Ne295499 Bin

20.02.15 p., 65080, Onecbka obnactsb, M. Ozneca, Jhoctnopdebka
nopora, 6yn.86

Micue npoBaikeHHs AsILHOCTI 65025, M. Onteca, 21-it kv CrapokuiBebkoi aoporn, 40-A
Ceptudikat GMP 024/2023/GMP mie no 23.12.2025 p.

Homep cepii 1240625

Po3zmip cepii 3329 nakoe  Ne30

Jara BUpOOHHUTBA 03.06.25 p.

AHaJli3 npoBefeHo 3rilno 3 MK 3i sminamu Nel, 2 no p/m UA/16535/01/02

HaiimenyBaHHS PesyabTaTn
N Bumoru MK51 b
MOKAa3HUKIB BUNPOOOBYBAaHDb

1 2 3

Omnumc Ta6seTku Kpyrioi GOpMH 3 JBOOTYKI/IO0 [TOBEPXHEID, Ta6neTku Kpyrsoi Gopmu 3
BKPHUTI N/IIBKOBOIO 060J10HKO10, 6i/10T0 KOJILOPY- JBOOIYKJIOI NTOBEPXHELD,
BKPUTI IJIIBKOBOIO
060J10HKO10, 611010
KOJIbOPY

Inentrdikauis A.Yacy yTpUMyBaHHS NiKa MEMaHTHHY Ha Bigmosinae
XpoMaTorpaMMax BUNpo6oByBaHOro pO3yHHy Ta PO3YHHY
NOPIBHAHHSA, OAePXkaHKX My BUnpo6ysanHi "Kinpkicne
BU3HaueHHs", TOBUHHI CNiBNAAATH.

B. Peakuis (a) Ha XJI0pUAH. [losuTuBHA

C. Peaxliiisi Ha THTAHY AIOKCHA, [To3uTHBHA

CepenHsa Maca Bix 342,0 mr go 378,0 mr. 362,2mr

OaHopigHICTE TMpuiimManbHe 91cao (AV) ajs nepnx 10 oguHULb 1,0
J030BaHHX O HHULb * nosuHHe 6yTH MeHIe abo gopiuiosary L1 (15,0). Akimo
npuiiMaibHe uncno 6ibie L1, BunpobyBaHHIo niafanTb
HacTynHi 20 0fMHHULB | 06YHCITIOITb NPHIMAIbHE YHCIO.
Bumoru 010 BUKOHYIOTbCH, AKLIO KiHLIeBe npHHMaJibHe
yKcII0, po3paxosane i3 30 OAMHHILb, MeH1le a60 A0PIBHIOE
L1 i>xoAeH iHAUBIAYya bHUH BMICT y 030BaHIl OAUHHL] HE
¢ meHmnM 3a (1 - L2x0,01)M i He Ginbunm 32 (1 +
L2x0,01)M ripu 064ucaeHHi IpUAMaIBHOrO YhC/a
(L2=25,0).

Po3unHeHHsA KpuTepiil npuiiHsTHOCTI Ha piBHi S1 MOBHHEH GyTH HE 94,9 %
meHiue (Q + 5) % asist KOKHOI 3 6 0AMHULB. K10 ojlepKaHi
pesy/bTaTH He BiANoBiAaloTh KpUTEpiio NPUAHATHOCTI HA
pisui S1, BUNpoByBaHHs MPOAOBKYIOTh Ha PIBHAX S2 abo
$3.Q = 75 %. Yac po3unHenHsa 45 xB.
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CynposigHi gomimky Ha xpomatorpanmi BUNPOGOBYBAHOrO pO3yHHY:

- JI0MWA mika gomiwky E He mae nepesuinysaty 0,6 miowi |He geTekTyeThea
OCHOBHOTO IiKa Ha XpoMaTorpami PO3YHUHY NOPIBHIHHSA
(0,3 %);

- nJowa nika 6yab-gKoi 4OMIlIKY He Mae NepPeBULIYyBATH He getexkTyeThes
0,4 nyioiwi ocHoBHOTO nika Ha XpOMaTorpami po3ymuny
nopiBHanHs (0,2%);

- CyMa M0, yCiX NiKiB, KPiM 0CHOBHOT'O, He Mae Bianogizae
NEPeBHILYyBaTH IJIOLLY OCHOBHOIO NiKa Ha XpoMaTorpami
PO34HHY nopisHAnHs (0,5%).

Kinpkicne Busnavenns | Bmicr C12H23 N*HCI, (MemanTHHY TiAPOXI0pUAY) B 20,10 mr
TabsieTii Ma€ 6yTH Big 18,5 Mr 40 21,5 MT, y nlepepaxyHKy
Ha cepejiHio Macy TabieTkH.

Mikpo6Giosioriyna 3arajbHe YHCI0 aepoBHUX Mikpooprawuismis (TAMC): 25 KYO/r
gHcToTa ** KpuTepid npuinaTHocti - 10° KYO//r.

3arajibHe YHCAO APKIKOBUX TA MICeHEBUX rpubis Menute 10 KYO/r

(TYMC): xpurepiit npuitnsaTHocTi - 102 KYOQ/r.

Bigcyruicts Escherichiacoliz 11 npemnapary. Bignogigae
[TakyBauus ITo 10 taGnerox y 6aicrepi, no 3 6aicTepu B navuj Bianogigae
MapkyBaHHd 3riZIHO 3 TEKCTOM MapKyBaHHS 0 p/v 31 3amiHamu Bianoginae
Tepmin npupatHocTi 3 pOKH J007.2028 p.

*= KONTpOsb aHOTO TeCTy NpoBOAITE A% KOKHOT 1 4107 cepii FOTOBOTO NPENapaTy v 38’ s3Ky 3 THM, 110 Lel TocT KOHTPOIOIOThH B
HEPO3()aCOBAHHX TabIeTKAX KOAKHOT cepii npenapary. **- Kourpous Aanoro TECTY NPOBOAATE AT KOXKHOI 11 T07 cepii rotooro
Npenapary y 38°s13ky 3 BLNOBIAHiCTIO BupoGHiLTsa [J13 suporan HBI (GMP).

Bucnosok: MEMATOH IC, Tta6netku, BKPHTI MIBKOBOK 06010HKOI0, 110 20 Mr Ne30 (10*3) y Gnicrepax y
naqui/- cepii 1240625

Bianosinae sumoram MK 3i sminamu Nel, 2 1o p/mUA/16535/01/02

3asBa npo ceprudikauio: Llum 5 3aCBiNUYIO, 1O HABeAEHA BHILE indopmallis € 1OCTOBIPHOIO Ta TOYHOIO.
Lo cepito nponyxuii Gymno BUPOO/IEHO (BKMIOUAIOYHM NaKyBaHHS | MapKyBaHH#) Ta MPOBEEHO KOHTPOb Tf
AKOCTI Ha BMILE3a3HAYEHIH  AimbHML y TOBHIill BiANOBIZHOCTI 3 BHMOramu GMP, BcranoBneHnMH
perynsaropnum opraHom VYkpaihu, a TakoK BiAnopimHo no crneundikauiii, wo MICTATbCA y peecTpaLiiiHomy

nocee. Ilpotokony BupoGHMLTBA, MakyBaHHA Ta aHani3ie 6y/o neperisHyTo Ta BCTAHORMIEHO BIAMOBIAHICT
GMP.

Ykpaina
: 65000, m. Caeca |
Meerpopdictxa aopora, 86 [ixep 3.0.
miame) TR (HTERXIMY (Nik)

BIAUT KOHTPOIIO AKOCTI

3acTyNHUK redepaabLHOro JAHPEKTOPA 3 AKOCT
Ynosuosasxena ocoba
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