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Hasga mikapcskoro 3acofy
Jlikapcbka dopma, 103VBAHHES

Peccrpaniiine nocpinuenns

Jdinensisn

Micue npoBamkeHHd TinJLHOCTI

Ceprudikar GMP
Homep cepii
Po3mip cepii

Jarta supobuuuTEA

Anamis npoBegeno 3riano 3

JIEBAHA® IC

Tadnerku no 2 Mr

UA/11175/01/03 3i TepMin il He3cTpoKoBO
3MiHAMH

BupobHuUTBO Aikapeskux 3acobis cepis AE 295499 gin 20.02.15
p., 65080, Onecbka 061acTE, M. Oaeca, JliocTa0pdcbKa J0pora,
Gya86

65025, m. Oacca, 21-if kv CrapokuiBcskoi goporn, 40-A

051/2019/GMP nie no 07.06.2022 p.

0130121

35673 naxkop Nell

20.01.21 p.

MEKH 3i sminamu Ne 1-2 no p/m UA/11175/01/03

HaﬁML’H}’Bal:lHﬂ Bivors MKSI PEZ)'J’II:-TETI‘.[
NMMOR4A3HHKIB BHIIDOUOBYBAHL
1 2 3
Onuc TabseTkn 611010 KOJALOPY, MIOCKONMIIHAPHIHO] Tabnerkun 6inoro KoaLopy,
dopmu 3 dackoro. Ha oanil nosepxai TabaeTKH TIOCKOIMUAIHAPUYH O]
HaHeCceHWH TOBapHM 3HAK MiANPUEMCTE], Ha JpyTid dopmMu 3 dpackotro. Ha o/HiH
NoBepxHi TabJAeTKH — pUCKa. NOBEPXHi TabJeTKu
HaHeceHWH TOBapHHH 3HakK
NIANPHEMCTBA, HA APYTiK
NOBEepXHI TabJeTKH —
PHCKA.
laenTudikanisa A.YnpTpadioneTOBHH CEKTP MOTJIHHAHHSA PO3YUHY Amax = 233 HmMm
Tnpernapary, 04ep:aHoro A4a KUIbKICHOT0 BU3HaYeHH,
B o6jiacti Bif 200 1M g0 300 HM DOBHHEH MaTH
MaKCHMYM NOTAMHAHNSA 33 JOBXHUHHN XBUJl 234 HM
Cepennsa maca Bin 138,8 mr no 161,3 Mr 150,2 mr
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OpHopiaHicTh Ipuitmansye yicio (AV) aas nepwnx 10 ofMHHULD 23%
[l030BAHUX OAWHHIB * MOBHMHHe OyTH MeHlie abo gopisdwoeartu L1 (15,0), v
BiZicoTKax. AKi{o NpuliMankHe "Ynucno biasme L1, y
BificoTKax, BUNpPOOYBaHHK NiAAAKTE HacTynHi 20
OLMHHIE | 06YKCAKIOTE DpHHManktHe YHCa0. Bumoru
0/10 BHKOHYIOTBCH, AKIIO KiHIeBe NpHHMaIbHe YU,
po3paxoBaHe i3 30 oAMHHIb, MeHLe abo nopiBHwe L1,y
BIZICOTKAX, 1 3K0/1eH IHAWBIAYaJAbHUII BMICT ¥ 030BaHIN
ofvHULI He € MeHIuuM 2a (1 - LZ2x0,01)M i ue Ginpiuum
3a (1 + L2x0,01)M nmpu ob9ucaenHi npuiAMaibHOTO
yuena (L2=25,0).

Po3unHeHHsA Kpurepiti mpuiinaruocri Ha pisui §1 noeuHed 6yt He (96,0 %
meniie {(Q + 5) % juis KowHOT 3 6 0AMHHLb, KL
oJlep:KaHil pe3yAbTaTH He Bi/IIORI1al0Th KPUTEPiK
nprHHEATHOCTI Ha pieHi S1, pUnNpobyBakHs
NpOACEXKYIOTH Ha piBHAX 52 260 S3. { =75 %. Yac
po3yHHeHHd 15 xB.

CynpoBigHi foMilIKu Ha xpomMaTorpami BHIIpO60OBYBAHOI0 PO3UHHY:

- ILI0LA TiKa JOoMIlKK A He Mae nepepunrysat mwiomnyy : 0,38 %
NiKa Ha XpoMaTorpaMi po34uny nopisHgHHA (b) (6,0

%);
- II0LIA TiKa 6YAb-AKoil loMilKK, KpiM ocHoBHOTO nika | 0,26 %
Ta MiKa JoMIIIKH A, He Mae nepepHilyBaTu 0,5 moni 0,07 %

OCHOBHOI0 NMiKa Ha XpOMAaTOTrpaMi po34HMHY TOPIBHAHHA
(a) (0,5 %);

- cyMa Mol ycix mikis, KpiM OCHOBHOTO Ta ITiKa 0,33 %
AOMIWIKH A, He MAa€ nepeBUIyBaTH 1,5 maoui
OCHOBHOTO 1iKa Ha XxpoMaTorpaMi po3sYHHY NOPIBHAHHA
(a) (1,5 %).

KinbKicHe BU3HAYEHHA Bmict C10H14BrCIN,05+H,0 (neBana) B TabneTni Mae 1,98 mr
6yTH Big 1,8 Mr A0 2,2 Mr, Y NepepaxyHKy Ha CepeHi0
Macy TabJAeTKH.

Mikpo6iosoriyHa 3arajbHe UMCA0 aepobHUX Mikpoopranismis (TAMC): 20 K¥0/r
yucrora ** He Ginbue 10° KYO/T.

3arajibHe YUCA0 APLKAMKOBUX TA IUIICEHEBUX IPHUBIB Meniue 5 KYO/r

(TYMC): He 6inbiue 10* KYO/r.

BiacyTaicTts Escherichia coli 8 1 r npenapaty BiacyTui
[lakyBaHH#A [To 10 Tadaetok y daicTepi; no 1 6aictepy v mayni Bianosiaae
MapkyBaHHA 3rigao 3 MKA i aminamu Biznosizac
TepmiH npugaTHoCTI 3 poku Jo02.2024 p.

* - KoHTpoJik JaHOTO TECTY NPOBOIATE NS KOXKHO! ITsT0l cepii ToTOBOTO Mpenapary v 38’ 13Ky 3 THM, WO el TCCT KOHTPOIIOIOTE
5 Hepoadacosanux TabneTKax KoxHOI cepil npemapaty. ** - KosTpoais 1aHOTe TecTy MPOBOASTS Ul KOKHOT 11" AT01 cepii TOToROIo
mpemnaparty v 3B8’d3Ky 3 BUUIOBLAHICTIO BupoOHunTBa ['JI3 sumoram HBIT (GMP).

Bucnosox:  TERAHA® IC, TabaeTky o 2 Mr Ne10 (10*1) y 6uticTepi B nauii cepii 0130121
BLAMOBIA€ BHMOTAM MKH 31 amigamu Ne 1-2 no p/m UA/11175/01/03

3aaga npo ceprudiraniro:  1IuM 1 3acBinuyio, O HaBeaeHa BUIIE IHGOPMAITA € JOCTORIPHOK Ta TOYHOIO.

Mo cepiro upoaykuii Syno BupobneHo (BKIOYAOYH NMAKYBaHHA | MapKyBaHHs) Ta NPOBENEHO KOHTPOIIb il AKOCTi Ha
BHINE3a3HAYUEHIH NUTPHMII y MOBHIH BIiNDOBiAHOCTI 3 BHMOraMH GMP, BCTAHOBICHHMH PETYIISTOPHHM OPIaHOM
Vkpainu, a Takox BIONOBiAHO Jo chnenudikaiiil, Mo MICTATECA V PeeCTpauiiHoMy Zoche. I[pOTOKONH BHPOOHHIITEA.
NaKyBaHHA Ta aHalli3ie OyJ0 NeperysIHYTO Ta BCTAHORBIEHO BIATORIIHicTe GMP.




3acTyNIHHK reHepa bHOr0 ITHPEKTOPA 3 IKOCTI Q(?;.;;{f W fepana
/ ¥nopHoBakeHa ocoba Kfﬁ@,‘zs Sﬁ'?z? %iégﬁi%@ég I'ixep 3.0
(niﬂnuc& ! g; (ﬂIB}- '
AE “IHTEEXIRE

BIAAIA KOHTPOAA AKOCTI



http://www.tcpdf.org

