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Haspa nikapcsKoro 3acody PO3YBACTATHH IC

Jlixapeska dopma, Ta0/IeTKH, BKPHTI ILIIBKOBOI0 0G0NIOHKOK, 1O 5 Mr
MO3YBAHHA

PeecTpaniline nocsizyenns UA/15855/01/01 3i aminamu jie no 09.03.2022 p.
Jlinenzin BupoGHuuTBO NikapcbKux 3acobis

cepis AE Ne 295499 Bin 20.02.15 p., 65080, Onecbka o6nacTs.
M. Ozeca, Jlroctaopdcebka gopora, 6vi.86

Micne npoBpaxkenns 65025, m. Ozneca. 21-ii km Crapoxuiscbkoi qoporu, 40-A
TIAIBHOCTI

Ceprandixar GMP 051/2019/GMP nie no 07.06.2022 p.

Homep cepii 2951120

Po3mip cepii 3414 ynak. Ne 30

HJaTta pupoOGHHOTEA 14.11.2020 p.

Amnaniz nposeneno srigno 3 MKSI 3i sminamu Ne 1 10 p/n Ne UA/15855/01/01

Haijimenveannsa
NOKAZHUKIB
1 2 3

Onuc Tabnetkn Kpyrnoi GpoOpPMH 3 ABOOMYKAQHK Tabnetku kpyrnoi dbopmu 3
MOBEPXHEID, BKPUTI MJ1iBKOBOK 000NOHKO, JBOONYKIOK NOBEPXHEK), BKPHTI
6171010 KOITBOPY. MUiBKOBOIO 000/10HKOK, Oin0r0
KOIIBOPY.
ImenTrdikauis A. VYnbTpathioneToBHH CEKTp NOrNMHaAHHA Aomas = 242 HM
PO3UYUHY TIpenapary, oIepKaHoro 1
KibKICHOrO BH3HaYeHHd, B o6nacTi Big 210 HM 10
380 HM NOBHMHEH MAaTH MAKCHMYM 3a JOBXKUHN
xBuji 241 HM.
B. Peakuiiss Ha TUTaHy TIOKCHI. IMozutneHa
C. Peakuis (a) Ha KanbLiii. ITozuTHRHA
Cepenns maca Bing 34,88 mr oo 42,63 Mr 38,91 mr
OnHopinHicTe [lpuiimanbne  uwcno  (AV)  ans nepumx | 2.8
J030BaHUX OAUHHALLF 10 omuHnMUL nopuHHe OyTH  Menwe  abo
nopisrtoatd L1 (15.0). Skwo npuiimansbue
uncno Oinpwe L1, punpoOyBaHHIO Minaao0ThL
HacTYNHI 20 OJHHUL i 0BUMCIIIOTE
npriiMaieRe yueno. Bumorn OO BHKOHYIOTBCA,
AKILO KiHLeBe MPHHMATBHE YHCNO, pPO3paxoBaHe
i3 30 oamHuUIB, MeHe abo nopiBHoe L1 1 xonen
iHAMBIy aJIbHUH BMICT Y A030BaHiH OMMHMLI HE €
MeHwM 3a (1 - L2x0,01)M i ne Glabuinm 3a

(1 + L2x0,01)M npu ofuncneHHl npuiManLHOTO
yucna (L2=25.0).
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Bumorn MK Pesynbrarn BHIPOOGYBAHE




1 2 3

Po3umHeHHs Jo posumny 3a 45 xB Mae mepeiith He menwe | 98.1 %
75 % (Q) Bia  HOMIHaTBHOTO  BMICTY
Co2HosFN3OgS (posyBacTatuny)

Cynposigni Ha xpomarorpami BUnpoGoBYBaHOTO pO3UHHY:
JOMIUIKHA - A011a MiKa 5-0KCo Po3yBacTaTHHY He Mae
nepeeuyeatu (.8 NIoLIi OCHOBHOTO THKa Ha
xpoMartorpami po3urHy nopisnaxng (a) (0.8 %); He nerexryeThes

- IoLUa TiKA NaKTOHY PO3VBACTATHHY He Mag
nepeBUIyBaTH (1.5 MI1011i OCHOBHOIO MiKa Ha
XpoMaTorpami po3uuHy nopisHsaHHA (a) (0.5 %), 0.02 %
— [IOLIA TTiKa aHTHU-130Mepy PO3VBAcTaTHHY HE
Mae nepesriysatv (0,5 Mol OCHOBHOIO T1iKa Ha
XpoMaTorpaMi pozunHy nopisasgHHA (2) (0.5 %), 0.05 %
- noma nika 6y b-aKol JOMILIKH He MaE
nepeBHLLyBaTH 0,2 ol 0CHOBHOTO TKa Ha
XpoMarorpami pozuuny nopieHsaHHs (a) (0,2 %), 0.02 %: 0.02 %: 0.01 %
- CyMa IUIOLL YCiX TIKIB, KPiM OCHOBHOTO Tk, He
Mae nepeBumysaTi 2,0 nnoili OCHOBHOTIO miKa Ha

XpoMartorpami po3uHHy nopieHsHus (a) (2.0 %). 0.12 %
Bona He Ginelne 5.5 % 4,5 %
KinekicHe BU3HAYEeHHA Buiet Cz2H25FN3O4S (posyractaruny) B 4,92 mr

talnetui Mmae 6yt BiT 4,50 Mr 10 5.50 mr. v
TiEpepaxyHKy Ha cepenHio Macy TalIeTRA.

Mikpobionoriuxa IlpenapaT HaneKNTh 10 HEBOJIHHX HECTEPHUIbHHX
uncrora** JIKapCBKUX 3ac0biB ans OpanbHOro
3aCTOCY BAHHS.

3aranene uwncno  aepobHMx  Mikpoopradismie | 50 KYO/T
(TAMC): ne 6inpwe 10° KYOrr.
JaranbHe 4HCIO JIPDKIKOBHX Ta TiceHerwx | Menwe 20 KVO/T
rpubie (TYMCQC): ne 6inpme 107 KYO/T.

BincyTtHicte Escherichia coli B 1 r npenapary. Bincythi
[MaryBanus Ilo 10 Tabnerox y Onicrepi; no 3 Onictepn B | Bianoeinae
A4 L.
MapkyBaHHs 3rigHo 3 TEKCTOM MapKyBaHHA 10 p/u 21 3MinaMu | Bignosizae
Tepmin npuIaTHOCTI 3 poku Jo 12.20623 p.

* - KoHTpors OaHHX TECTIE HPOBOMATH INA KOxHOI M'sTol cepil rOTOBOTO Tpenaparty v 3B°M3KY 3 THM, WO I TeCTH
KOHTPOMIOKTL B HedacopaHUX TabNeTKax KOKHOI cepii npemaparty.

** - KoHTpOoas 2aHOTO TECTY NPOROIATE M1 KOKHOI I ATOT cepil npenapary y 38°A3Ky 3 BiANOBIAHICTIO BapobHuuTRa [J13
givoram HBIT (GMP),

Bucnosok: PO3YBACTATHH IC. TabneTky, BKpHTI NIiBKOBOI 000N0HKOID, IIo 5 Mr Ne30 y Gnicrepax
B raqni cepii 2951120 pianosinae umoram MK 31 sminamu Ne 1 no p/m Ne UA/15855/01/01.
3asea npo ceprudikamiro: Llum g 3aceiquyro, mo HaeldeHa Bume iH(opMmauls € HOCTOBIPHOKO Ta
TouHoo. 1o cepito npoaykuii Oysno BupobieHo (BIUIIOHAKOYH MaKyBaHHS | MapKyBaHHSA) Ta MPOBEACHO
KOHTpOdER 11 SKOCTI Ha BHINE3a3HaveHid JUIbHWUI Y MOBHIA BianosimHocTi 3 Bumoramu GMP,
BCTAHOBIICHHMM PETYIATOPHMM OpPraHoM YKpailM, a TAK0XK BIAMOBIAHO 10 creundikaliif. mo MicTIThes
y peecTpauiiiHomy gocke. IIpoTOKOMHM BHpPOOGHWUTBA, NMAKyBaHHA Ta aHalizie OyJlo nNeperngHyTo Ta
BCTAHORJCHO BlAnoBiaHicTe GMP. .. -
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