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Cepragikar axocti Ne 072 pin 28 mororo 2020 poky

Hazsga sikapcbkoro 3aco0y AMUIAP IC

Jlikapcbka popma, TalJIeTKH AJIS1 PO3CMOKTYBAHHS 3i CMAaKOM anejJbCHHY
HO3yBaHHS

PeecTpaniiine nocsizuenns UA/14892/01/01 3i 3minamu aie no 01.02.2021 p.
Jlinensis BupobHHLITBO JiKapchkHX 3ac00iB

cepist AE Ne 295499 gin 20.02.15 p., 65080, Onecrka obnacth,
M. Ogneca, Jioctaopdcebka nopora, 6y .86

Micne npoBamxeHHs 65025, M. Opeca, 21-i kxm CrapoxuiBcbkoi noporu, 40-A
aifjabHOCTI

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

Homep cepii 0720220

Po3mip cepii 5673 ynak. Ne 16

Jata BEpoOHNITBA 28.02.2020 p.

Cxaap na 1 tabnerky nexsattiHito xynopuny 0,25 mr, aubykainy rigpoxnopuny 0,03 mr

Amnauni3 nposeaeno 3rizao 3 MK 3i 3minoro Nel no p/m UA/14892/01/01

HaijiMenyBannus
NOKA3HHKIB
1 2 3

Onuc Tabnerku 6inoro abo Maibke 6110ro KONbOpY, Tabnetkun 6i10T0O KOMBOPY,
IUIOCKOLIWIIHAPUYHOT (opMH 3 (hackoro. MTOCKOLMTIHAPUYHOT hopMH 3
dbackolo.
Inenrndikanis A. Yacu yTpuMyBaHHS NiKiB JeKBaJliHiIO Ta Bignoginae
IubykaiHy Ha XpoMaTorpaMax BUIIPOOOBYBaHOTO
PO3YMHY Ta PO34MHY NOPIBHAHHS (C), OAEPKAHUX
npu BunpoOyBanHi «KinbKicHe BUSHAYECHHSY,
MaioThb CIIBNIAAATH.
B. Buznauenns nulykaiHy rinpoxyopuny. Ha | Biamominae
Xpomarorpami BUIIPOOOBYBAHOTO PO3UMHY
noBuHHa OyTH OCHOBHA IUISIMA HA PiBHI OCHOBHOT
IUIIMH Ha XpOMATOrpaMi PO3YMHY TOPIBHSIHHSI,
BiJINIOBI/THA 1#1 32 PO3MIPOM Ta IHTEHCHBHICTIO.
CepenHs Maca Big 1092,5 mr go 1207,5 mr. 1150,0 mMr
OnHopiaHicTh IIpuiiMmaneHe  umcio  (AV) mng  nepmmx
JI030BaHMX OJIMHHLIE 10 oxuumus noBuHHe Oyt MeHme abo
nopiearoBatn L1 (15,0). Skmo npuiiManbHe
yucao Outbme L1, BumpoOyBaHHIO MNigAalOTh
HaCTYIHi 20 OJIUHHULb i OOYUCHIOIOTH
npuiimMasnbse yucno. Bumoru OJO BUKOHYIOTBCS,
SKINO KiHIEBe MpHiiManbHE YHMCIO, pO3paxoBaHEe
i3 30 omunuup, Mexwe abo xopieioe L1 1 xonen
IHAMBIAyaIbHEH BMICT ¥ 030BaHill OAMHMILI HE €

Bamorn MK PezyanTaTtn Bunpodypans
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1 2 3

MeHmKM 3a (I - L2x0,01)M i ne 6inbwmm 3a
(1 + L2x0,01)M npu o6uucnenni npuHManbHOro
uncna (L2=25,0).

KinbkicHe BusHauenns | BumicrT Cs0HsoCLN, (nexBaniniro XJI0pUay) B 0,2311 mr
Tabnetui Mae Gytu Bix 0,2125 mr Jo 0,2875 mr;
C20H30CIN;O; (nu6yxkainy riApoXnopuny) — Bin 0,0292 mr
0,0255 mr mo 0,0345 mr, Yy TiepepaxyHky Ha
CEePEIHIO Macy TabneTKH,

‘MixkpoGionioriuna 3aranbhe  uMCIO  aepobHMX MIKpOOpraHismis
uncToTa** (TAMC): se 6inbme 10> KYO/T.

3araibHe YMCNO APDLKIKOBHX Ta IUTiCEHEBHX

rpubis (TYMC): ue 6insie 10' KYO/r,

Bincyrsicts Pseudomonas aeruginosa B 1 r.

Bincyrricts Staphylococcus aureus B 1 1.
IlakyBanHs Io 8 Tabnerok y 6nicrepi; no 2 Gnicrepy B nayui | Binmoginae
Mapkysanns 3riano 3 MKJ i sminamu Binnosinae
Tepmin npuparnocTi 3 poku Mo 03.2023 p.

* - KoHTpons manoro TECTy NpOBOMATE ANA KOXHOT M’ATO cepii rotosoro npenapaty y 3B’SA3Ky 3 THM, 1O Leil TecT
KOHTPOIIOIOTH B HE(hacOBaHMX TabneTkax KOXHOI cepii npenapary.

** - KoHTpOoMb HaHoro TECTY NPOBOAATH A KOXHOI 11’ sTo] cepii rotoBoro npenapary y 3B’513KY 3 BIMOBIAHICTIO BUPOGHHLTEA
I'JI3 BumMoram HBII (GMP).

Bucaosok: AMIJIAP IC, Tabnetku mus PO3CMOKTYBaHHS 31 CMakoM anenbcuHy Ne 16 cepii 0720220
Bi/NOBizae Bumoram MK 3i 3minoro Nel 1o p/nUA/14892/01/01.

3anBa npo cepradikaniro: Lum s sacBiguyo, mo Hapepena Bume inpopmaLis € nocropipHow Ta
TouHOMW0. Lko cepiro npomykuii 6yso BMPOG/IEHO (BKIIIOYAIOYM MaKyBaHHS i MapKyBaHHs) Ta IPOBEAEHO
KOHTPOJIb 1 sSKOCTI Ha BHle3a3HaueHil miMbHUL] Y moBHiH BimnoBizHocTi 3 BMMoramu GMP,
BCTAHOBJICHHMH PETYJIITOPHUM OpraHoM YKpaiHH, a Takoyk Bi/INOBiHO 10 cnieuMdikauii, wo MicTATbCS
Y peectpauiitiomy mocwke. ITpotokomnu BHPOOHMUTBA, NaKyBaHHS Ta aHAJi3iB Oyno mneperasHyTo Ta
BCTaHOBJIEHO BiAnoBianicts GMP.,

Ykpaina
3acTynunk remepanbnoro gupexTopa 3 scocti V/\m 65080, M. Oneca
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