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Hasea nikapcbKoro 3acoby - JIEBAHA® IC
Jlikapebka hopma, K03yBAKES | | abrerku no 1 mr

- Peecrpaniiine nocsingenns -UA/11175/01/02 3i JUE 10 P.
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Aopora, 6ya.86

Micue nposasenns gisuisHoeri 65025, m. Opeca, 21-i kv CTapokuiscsKoi oporu, 40-A
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Onnc | TaGneTku 61iA0-$Gi0ACTOBOrO KOABODY, Tabnerkn

| LIOCKONUAIHAPHYHOT opMH 8 dackow. Haognilt = |6aino-dioneTosoro

| TOBepxHi Tab/NeTKY HAHEeCEHMIT TOBapHUH 3HaK | Koabopy, o
T HIATIPUEMCTBA, Ha APV HOBepxHi TabIeTKH - pHCKa | 'ﬁﬂO-CKGL{HH'iHﬂpﬁ#{Ht’:i"' |
| I popmu 3 dackoro. Ha onuiit
‘| moBepxHi TabneTKH |
| HaHeCeHHH TOBapHUM 3HAK .
| miAnpHeEMcTBa, Ha APYTil
_____ { TOBEPXHi TabJeTKH - prCcKa.

lpenTHQiKauis | A Yﬂb'rpacinaﬂe'roﬂﬁn cnezc'rp HOTAMHAHHA PO3YHHY Amax = 234 M
Npenapary, oAepKaHoro st KiIbKICHOTro BU3HAYeHHS, )
B obaacti Bifg200 M ,n;::;m 300 HM NOBHHEH MaTH

- jf -B Cﬂe}{Tp HOTAMHAHHS BHﬁpOGUByBaHom po3qnﬁy B Amaxl=512um
= NQO1acTi 8ia 400 BM 210 750 HM moBUHeH MaTH - Amax2 =609 M
/o MENCCUMY MH IOMIMHAHHS 32 ZOWKHH XBUAB 510 HM Ta
. N \\ iM [5apBHHI{ ::}pz{me'mmm]
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Oanopias
JO30BaHUX OVHUUL ™

Bumoru 0/10 sBaKal0TLCH BHKOHAHMMH, SIKUIO
npuiiMaisHe yncao (AV) aaa nepumx 10 oauHULE
‘MeHuie abo ZOPIBHIOE L1 (15,0}, y BincoTkax. AKUO
npuiMaasHe Yucao 6inbiie L1, y BigcoTKaX,
BUOPOOYBaHHIO NIAZAKOTE HAcTYnHI 20 ofuHNE ©
ODYUCAINI0TE HPHUMAIBEHE YU A0, BUMOrH O,-ZLO
BHKOHYIOTBHCH, AKIIC KiHIleBe TPHHMaIbHE YUCIO0, |
I po3paxosaxe iz 30 oauHunb, MeHIIe abo nopisuroe L1, VI
BIICOTKAX; i »K0AeH IHAUBIAYVANBHAU BMICT Vv 103 OBAHIN |
onuHALI He € MenuM 3a (1 - L2x0,01)M iHe € T
6imbmam 3a {1+ L2x0,01)M. (L2=25,0).
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Pozuyuneyd

Kpurepiii npuitHaTHOCTI Ha piBHI S1 NoBUHEH ﬁym He _195;9 %

menue {Q +.5) % nisa koxHoI 3 6 ogUHALS, AKINO

{ OfepKaHi pesyaAbTaTh He BiAIIOBIAAIOTh KPpUTEPIto:
TpUAHATHOCTI Ha piedi S1, BUNPOGYyBaHHSA

| TPOIOBAKYIOTh Ha piBHAX S2 260 S3.Q = 75 %. Yac
1po3yuHenHd 15 XB:

HHA

Cynposig

Hi JOMINIKH Ha hpOM&T{}FpaMl BHHpDﬁGByBaHOI‘O peaqm&y

|~ nsoma nika JoMiluky A He Mae nepesunyysaty momy (0,6 %
fnixa Ha xpoMarorpami po34yuHy nopisaarHA (b) (6,0
%) |

= nﬂoma rika 6yab-AKoi AOMILIKH, KPiM OCHOBHOTO TliKa
lranika goMiliKe A, He mac epesuiyysats 0,5 wnomi

| GCHOBHOTO ITiKa Ha XPOMATOTPaMi PO3YuHY OPIBHAHESA
1(2) (0,5 %);

— cyMa 1o yeix 1iKiB, KpiM OCHOBHOTC Ta IHKa

{ foMimIK# A, He Mac mepeBuiysati 1,5 mnomi

{ OCHOBHOTO TiKa Ha XpoMaTorpami po34uHy HOPIBHAHH
@5%).

GJGS %.__ TR |

005 %

| KiapKicHe

1 Bwmict C,oH414BrCIN,0s«H,0 (1esana) B TabneTni mac 1,03 Mmr
16yraBig 0,9 mrao 1,1 Mr, ynepepaxyHky Ha C'e_pe,amf:}.

I macy TabaeTkn

 BU3HAYEeHHS

[Fiixposio

tyycrora tF

{3aranbHe SHCI0 aepobHHX Mmpoopramamm (TAMC]
| he 6inpue 10° KYO/r.
13aranpHe YHCA0 APHK/DKOBHX Ta MIICHEBUX TPUGIB
1{TYMC): me Ginbine 10° KYO/1..

_': BigcyrHicT: Esherlchla coliB 1 T npenapaTa
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SENI TOTOBOTO

1B TAHOI'O TECTY NPOBOASTE I KOXHOT 1T HTOi cepil TOTOBOTO Iperapary y 38’ ngy
SafiiiX TabneTkax KoxHOI cepil ipenapary. ** ~ KOHTPOIE JaHOTO TECTy TIPOBOAS THYZ
y 38" IKY 3 BIATOBIAHICTIO BUPOOHUITBA I, HB pumoram HBIT (GMP}.
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o ceprudinanio: 1M s 3aCBINUYIO, 0 HABeIeHa Buile iHdOopMaLlis € JOCTOBIPHOIO Ta TOUHOO.
) TIpOIYKT Ovio: BﬂpoﬁﬁEHa {Brcmoqa}otm MaKyBaHHs 1 MapKyBaHHH) T4 IPOBEAEHO KOHTPOIb. it SKOCTI Ha
qeHift giapEMIG Yy NOBHIM Bixnmosinmocti 3 sumoramu GMP, BCTaHOBICHUMH PEryIATOPHHUM OpraHoM

a Takok BIAMOBLIHO o cmenmdikalliil, WO MICTATBCS v peectpaiiitaomMy aocke. [TpoToxony BHPOOHUUTBA,
i Ta AHANiZE Oy/0 IEperiaHyTO Ta BCTaHORIEHO BiANOoBinuiCcTs GMP.
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