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HaﬁMEHyBaHHﬂ Bumorn MKSH | _.ﬁ.Fea*.y.rmTaTH_
- TIOKA3HHKIB ol o BHIIDOOOBYBAKL
. 10mmuc TabseTKH Kpyraol opMHu 3 ABOONYKIOK noBepxHero, | TabiaeTkn kpyraol dbopmu
a | : BEPUTI 060A0HKOW, 'Tj'_emﬁoepomegﬁm KOJAbOpY- Ha 3 ABOOOYKIION HOBEPXHEH,
posnami BWAHO ABa wlapy. BKPUTL 0BONOHKOW,
. - TEMHO-POKEROTO KOABODY.
Ha posnami BusHO JBa
B R R L Lo mapu B |
| lpenTudikauis A. kf’ﬂpra@nmeT{}B; CHEKTpH NOrAMHAHHA PO3YKHHY Binnosinae
e npenapary Ta po3yuHy HOPIBHAHHEA, ofepKaHl Aas -
KIZILKICHOTO BU3HAYCHHS, B 06/74cTi Big 220 um Ao 400
HM TIOBMHHI CiBmagats.
B. Peakuisg Ha Kap6oHIIbHY: rpyny ; HosutHEHA

C..Peaxuis (a) Ha xA0puAH. flosuTBHA

). Ha xpomarorpami BUnpobOBYBaHOTO PO3YHHY MalOTh anegzaae
BHABJ/IATHCA BEJTHKA HIDKHA 30H, BIANOBIAHA HIDKHIE |, ' M
30HI Hd XpoMaTOrpaMi po3duiy nopiBHaHHA (noHCO 7
4R}, cepeHst 30H3, BineBigHa cepeinit 3011 Ha RV,
XpoMaTorpami posuuHy nopieHaHHs (IHAuroKapMinfl Sty
| BerHﬂ 3043, BlanosiaHa Bepxui 30Hi Ha | rE4
o -~ |xpomarorpami pousity HGpIBHH‘HHH (KOBTUN 3axig e\
b o |FCR. 2%
e 'CepEgEH.Maca '81;{ 0, 2945 T 0 {} 3255 T.
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OpropigHICTD [puitmanbae yncao (AV) gas nepmux 10 OAVHHID 4,8
[030BaHMX OIMHULL ™ | HoBHHHe GyTH MEHLIE abo gopisHiosata L1 (15,0)-

| Axmo mpriimanbHe uncaoe 6iabmwe L1, BANpOOYBAHHIO
M IaB0Ts HacTynHl 20 oAuanEb | 069MCII0TD

| npuiiManbHe YHENO. Bumoru 010 BUKOHYIOTHCSH, AKINO
KiHL|eBe TpHIMaJIbHE: qmt}m po3paxogane iz 30
OLUHILNS, Meriile 460 gopisaioe L1 ixoaen
IHAUBIAVanEEUE BMICT Y 1030BaHil OJUHHAI He €
Menmuy 3a (1 - L2x0,01)M i ge 6inpmmm 3a {1 +
L2x0,013M npw of:‘:quc.zzeﬁm IPUIAMAaNBHOTO YHCAA

| (L2=25,0). S DU

PozyuneHHda Kpurepii ﬂpHHHHTHOCTI Ha piBHi S1 oBuBEen GyTH He |97,2%
Mennre (@ + 5) % ;s koxuol 3.6 0JMHHIB. AKIIO
OJlepKaHi pe3yabTaTH He BIATOBIAAI0TE KPUTEPID
npuissTEOCT Ha piBai ST, BunpofysanHs
NpOIOBKYIOTE Ha pIBHAX SZ abo53.Q=75%.Yac .
______ - | posunnenssn 45 xs. '

Cyﬂpt}mﬂ,m ,[[OMILHHH Ha xpomarorpami Bunpaéﬁgyﬁaﬂom PO3YUHY 6y,31b Aaxa | Menme 0,1 %
| 1isimMa; KpiM OCHOBHOI, He Ma€ OyTH IHTEHCHBHILIOK 32
| IAmMy Ha XpomMaTorpami p{}gqﬁny MopiBHAHHA (D)
{0, 1%) JlonmyckaeTbes HasgBHICTH KOHTYPHOI IAMY HA
| crapTi, a Takox WiAME He igenTHiKOBaHOT JOMIMIKH
| BULIE KOHTYPHOI ILVIAMH, fIKa He Mae GyTH |
IHTEeHCUBHIION 33 IJIAMY HA XpOMa’ rorpami posHHHY
nopisaannaz (b) (0,1%). {},&HHO‘{HDi AOMILIKM HE

NOBHHHEO 6YTH Olabie wixk 0,1%. . Menme 0,1%
CymapHa KibKicTb Aomimok He Hisbiie 0,2%. Menme 0,2 %
| Kinpxicae BﬁSHaHEHHH Bmict Cp5H34N03¢2HC (Tunopony) B TabaeTii Mac 0,0601r

6yTi Big 0,0555 1 10 0,0645 r, y epepaxyHky Ha
cepefHIo Macy TabJeTKH, |

Mixpobiosoridga 3arajbHe A0 aepoHHUX ﬁ]}{poopramgmg [TAMC}
quctToTa ** - {He Binpme10° KVO/r.

| 3arazbHe 4HCI0 ﬂpl}ﬁg}ﬁ&ﬁﬁx Ta MJiCeHeBHX FPHGEB
A{TYMC): 11¢ 6inbime 167 KO/t

- |Bisicyraicts Escherichia coli s 1 I IPEHapaTy.

YHaK0BKa [To.5 TaGnerox y 6uicTepi; mo 2 6aicrepy B.mavii Bianosinae
MapxyBaHHda | 3rifiHO 3 TERCTOM MapKyBaHHA A0 /¥ 31 3MIHAMH Binmoeigae
| Tepmiﬁ PUAATHOCTI 4 poKy | o Jl0 03.2026 p.

- KKOHTPOAb N2HOTO TECTY FIPOBOATE O KOXKHOI HECHT0] f:epii TOTOBOTO npenapaw V3B A3KY 3 THM, IO LIEH TECT KOHTPONIOKTE
B HeiaCoBaHNX TaCHETKEX KOKHOT Cepil ripefiapaty. *k I{{}H’I}}OHL HAHOTO TECTY MPOBOMATE TAA KOKHOL }IECHTGI cepii rOTOBOIO

|npenapaty y 373Ky 3 BIANOBIIHICTIO supobgulitea 13 Bmmram HBI1 (GMP). *‘iﬁi& %

- _ g 5.

Bucnosox: AMEH&HH@ IC, TabneTku, BKPHUTL Gﬁf}H{}HKDH] no 4,06 ?Nﬂlﬂ [S f’..-;
21090222 : 3.2/

pigposinae sumoram  MEKS 31 ZMIH&MB Nﬁ 1.2 1o p/m UA/2559/01 k -

3asgea npo cemmbmamm- - Tlum s zacBinyyio, o, HaBE‘:{EHH BULLE zﬁ@apmamﬁ € HOCTOD e & FOUHO.

o cepio ﬂpoﬂwm; Oyno. BHDG@H%H{} (Bxﬂmqa}{}q;fz namBaHHH i MapKyBaHHA) Td DPOBEACHO KOHTPOIE 1 sxocTi Ha
Biesasnaveriil ginemuui y mnopHil Bignopignocti 30 BuMoramu GMP. BCTaHOBRCHHUMH PErYIATOPHNUM OpPraiom
Vipainu, 2 TAaKOK BiAnOBIHO A0 cnelmdikarii, wio MicTATbCA Yy peecTpauifinomy Aocse. HpoTokomH BH}JﬂﬁHI’IHTEa.
TIaKyBaHHsl Ta aHajizis 0yJI0 NepernsiyTo T4 BCT&HGB:‘EEH{} Bignosinnicts GMP.
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