D 06.8-205-07/1, en. pen. Ne 12
TOBAPHCTBO 3 JOUATKORBOK BIANO BIAAMBHICTHY «THTEPXIM»

TAB«IHTEPXIM»

Yrpaiia, 63080, G
e, +380 {48

Ceprudikar sxoeri Ne 2415 gix 07.10.2024 poKy

Hasga snikapcebkoro 3acoby MEBIKAP IC

Jlikapceka dopma, nosyrauus Tabnetku no 0,3 r

Peecrpauiiine nocinuenns UA/8823/01/01 i Tepmin 1if Ge3cTpokoBo
3MIHaMH

Jliuenzin Bupobuuuteo nikapcekux 3aco6ie cepis AE Ne295499 Biz

20.02.15 p., 65080, Onecbka obnacts, M. Oneca, Jhoctnopdebka
nopora, 6yn.86

Micue nposamxenns nisibHocTi 65025, m. Oneca, 21-i kM CrapokuiBcbkol noporu, 40-A

Ceprudixar GMP 024/2023/GMP mie no 23.12.2025 p.

Homep cepii 24151024

Posmip cepii 28124 nakos  Ne2(

Marta Bupo6uuurea 01.10.24 p.

AHani3 NpoBeaeHo 3rigHo 3 MKX 3i sminamu Ne 1-4 no p/mn UA/8823/01/01

Hanmenysal:mn Bumors MKSI Pesyabrarn
NOKA3HHKIB BHMPOGOBYBAHE
1 2 3

Onuc TabsieTku Ginoro koabopy, niockouuainApruaHol popmu, 3 | TaBaeTku 6ioro KOJIbOpY,
dackoro. Ha ogHiii nosepxHi TabneTky HaHeCeHH I TI0CKOL U HAPHIHO]
TOBapHMH 3HaK MiANPHEMCTBA, Ha APYTiii NOBepPXHI dopmu, 3 dackoro. Ha
TabJIeTKH ~ pHCKa. OAHIM OBepxHi TabeTKH

HaHeCeHHH ToOBapHUH 3HaK
NiANPUEMCTBA, Ha ApyTii
TOBEPXHI TabJIETKH —

pHCKa.

InenTudikauisa A. Ha xpomarorpami BHIPOGOBYBAHOI0 PO3YMHY MaE 6ytn |Bianosigae

OCHOBHA IJIIMa Ha PiBHI OCHOBHOI N/ISIMM Ha

XpoMarorpami po34MHy NOPiBHAHHA, BignoBigHAa jif 3a

po3mipoM i 3abapeiennsamM. lonyckaeThes naaMa ya i

CTapTy.

B. Peakuiis Ha reTepouMkaivyHmii asor. IosuTuBHa
Cepeausa maca Bin 0,3135r 10 0,3465 r. 0,3296
OnnopigunicTs Bumoru 0/10 BBaKatoThCs BHKOHaHHMH, AKIIO

JA030BaHUX OAMHHLL * npuiiManbHe Yucao (AV) ans nepumx 10 oaguHKuLL MeHIIe
a6o gopienioe L1 (15,0), y BincoTkax. fxkuo npuHManbHe
qucio 6iabiue L1, y BigcoTkax, BHUIIPOGYBaHHIO NiAAaI0Th
HacTynHi 20 OAMHHUID | 0GUHCIONTE MPHHMaTbLHE YHCIO.
Bumoru 010 BuKOHYI0TbCA, AKINO KiHueBe npuiiManbHe
HCI0, po3paxosane i3 30 OAHHUILL, MeHILEe a60 AOPIBHIOE
L1, y Bincorkax, i >xoaen inauBigyaneHuii BMicT y o
A030BaHiH OAMHUL] He € MEHIUMM 32 (1-L2x0,01)Minec
6isbmM 3a (1 + L2x0,01)M. (L2=25,0).




Po34ymnHeHH Kpurepi#t npuiiaTHOCTI Ha piBHi S1 NOBUHEH H6yTH He 93.2%
menwe (Q +5) % 4715 KOXHOi 3 6 OLMHULD. Axwo
o/iepKaHi pesy/IbTaTH He BIANOBIAATH KpHUTepilo
MpHHHATHOCTI Ha piBHi S1, BUNPOOYBaHHA [IPOJOBXYIOTh
Ha piBHAX S2 a0 S3. Q = 75 %. Hac po3yunenus 30 xB.

Kinbriche pusnasenns | Bmict CgH14N40, (Temrikonypuny) B tabnerui mae 6yta 10,2974 r
Big 0,2850 r go 0,3150 r, y mepepaxyHKy Ha CepeJiHIo Macy

TabJeTKH.
Mikpo6ionoriyna 3aranbHe 4MCa0 aepo6HuX Mikpooprauismis (TAMC):
yucroTa ** KpuTepill IpUHHATHOCTI - 10% KYO/r.

3arasibHe YHCI0 APDK/MOBHX Ta IUHCEHEBHX rpu6is
(TYMC): kpurepi#i npuiinaTHocTi - 102 KYO/r.

BigcyTricts Escherichia coli 8 1 r npenapary.

[lakyBaHHA ITo 10 TabneTok y 6aictepi; no 2 G1icTepy B HayLi Bianoeizae
MapkyBaHHA 3riiHO 3 TEKCTOM MapKyBaHHs 0 p/1 31 3MiHaMy Binnosizae
TepMiH NPHAATHOCTI 4 poxu Jo 11.2028

#* . KOHTpO/b JaHOTO TECTY NPOBOAATE LIS KOMHOT 151701 cepii rOTOBOTO Mperapary y 38 43Ky 3 THM. 1O ueit TeCT KOHTPOJIIOIOTH B
He(hacopanux TabneTkax KOXKHOT cepii npertapary. #% . KoHTPO/Tb 1aHOTO TECTY NPOBOIATD AN KOWHOT n’sTol cepii roToBOro
npenapary y 38 43Ky 3 BIAMOBiAHICTIO BUpOOHMUTEA 113 Bumoram HBIT (GMP).

Bucuosox: MEBIKAP IC, Ta6nerku no 0,3 r Ne20 (10%2) y 6nicrepax y nauui cepii 24151024

pianosinae pumoram  MKSI 3i 3minamu Ne 1-4 no p/m UA/8823/01/01

3asBa npo ceprudixauiro: LuM s 3acBiluylo, 10 HaseleHa BUILC indopmauis € 10CTOBIPHOKO T TOUHOIO.
Lo cepilo npoaykuii Gyno BupoOneHO (BKJIO4aOMM MNakyBaHHA i MapKyBaHHs) Ta NPOBEJEHO KOHTPOIb Ti
gKOCTI Ha BHIE3a3HaueHifi minpHULWI Yy TOBHIMl BIAMOBIAHOCTI 3 BMMOTaMM GMP, BcTaHOBIEHHMH
PEryIsTOPHHM OPraHOM YKpaiHH, a Takox Binnopimmo 10 crieundikauiif, wo MiCTATbCA Y peecTpauiiiHomy

nocbe. TIpoTokonn BHPOOHMUTBA, NaKyBaHHA Ta aHanizig Gyyio repernsHyTo Ta BCTAHOBACHO BiOIOBiNHICTS
GMP.
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