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Hasea nikapesroro 3acoby
Jikapesra dopaa, a03yeanns

Pecerpaniiine nocsixuenus

Jinewnsin

Micue nposagmenns aisinnocTi

Ceprugivar GMP
Hamep cepii
Pozatip cepiy

Hara supodunurea

Anaalz poseseno 3riguo 3

Ceprugirar axoeri Ne 271 Bin 22.10.2024

MEMATOH IC

UA/T6335/0170] i
SMIHaMN

pPORY

TESAETRIL BRPHTT WHEROBMO ad0noNm0, N0 10 My

TEPMIH [T Ge3CTPponoio

BApoSHIUTEG SikapChiN 3ac0Gis cepin AL No293499 uig

20.02.15 p., 65080, Onecnra o
Jopora, 6va.86

65025, m. O

024/2023/GMP nie 20 23.12.2025 p.
2711024
8§09
15.10.24 p.

Ne 30

Nanas

AacTh, M. Oneca, Jliocraopdenns

20, 21-3 kv Crapokiinesiod noporn, 40-A

MICH 31 sminavu Ne 1.2 no p/n UA/16535/01/0 ]

Hafineuysauun i - Pesvarrary
= ' Bumorn MKSI .
NIOKAZHHKIB BHIPOGOBYBAN L
{ 2 3
Orne CTRI KPYTI0T QOPMA 3 ARODIYKADIO NGHEPXICH, TaBnersin kpyraol Gopun 5 |

BRPUTI ABKOR0I0 0G0/I0KHROI0, BiA0ro Ko eOpy. Ha ognii
NUBEPXHT TAONETKY HARECEHA PHCKA LIS Hoaiay.

ABOOMYRADI MOCHY
BRPUTI NATBREOROW
OSONONRG0, Gl
Kanpapy, Ha cauin
NRBepXHt TafnerK
HABECEHA PHCKa Aas
foniny.

laenTiidirania

A Hack yTpriMysanus nika MeManTh HY Ha
KPUMATOrPAMMAR BUIPOGOBYBAHONO POSUIHY TA POZYMHY
| DOPIBHARNA, ONEPHABHX NPH Britpodysanni "Kiankiche
BHIHAUeHHA", TOBHHHT CHIBNALATH,

Bianosigac

B. Peaxuin (a) na xaopum,

fTozuri

C. Peaxuis wa THTABY HIOKCH,

[Mosdriinua

CPeAHS Maca

Big 166,5 mr 10 193,5 mr,

178,5 Mr

Oanopindicrs

AOZ0ORAHWUN OAUHUBLE *

Mpuiimansue wncao (AV) gas nepusx 10 OAMHHIL
noguHHe OyTH Medwe ato gopisriosar L1 {(15.0). slkwo
npriiMansite wicao Ginbwe L1, sunpodysanno LEGENLS
HACTYTIHE 20 0AHHHUL | 0BUHCHRIOTL TPHEMALbHE 1HCA O,
Brmors 010 ssronyiotses, skmo KiHLEeBE MpUitManbye
ABCI0, pozpaxcane 13 30 oAMKHUb, MeHue afio AopiBHIaE
LI faconen inausisyansunii smicr Y RQ30BAHIAE oML
HE € MeHUIHM 38 (1 - L2%0,01)M i He Ginblumm 32 {1+
L2x0,01)M npn oGumcnenni npritMatsHoro yuena
{L2=25,0).
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Poz P Kprivepiit l'l])i'iﬁ:49!'l'}40C1‘i na pisui S1 noguHen OyTH HE 11016 % ;
lmemue [Q +5) % annA Kowi0l 3 6 0nAEHIL. Arn | |
! Lonepsall peavABTaTH HE BIATCBIAAIOTE KPHTEPIO :
Lpuitnariocri sa piami 51, BHIPUOYRAHHD npm(n | |
ua piniax 52 aba §3.Q = 75 %, Hac posdunenins 4 ‘ ’*

P Cynporigsl AoMILKI \ Ha xpomatorpami sunpolios O pO3IHHY: |

I-n,lnmw nixa gominiki EHe Mag nepesHUysaTH 0.6 naontl | He JeTerTydrnon
HOBROTO MIKE HA XPOMATOTRAM] po3siny popipHsHas |

[Cl 2 [),').

{ - TIOULA friKa Y)Y'.Uw sROY 'XOMHISMI He Mag Hepesrily BaTH He AsTertycThid

‘ 0,4 Mol OCEOBHOTO MIKA HA XPOMATOr paml po3vuuRYy ‘!
nopiaiaang (0,2 |
{ - cyMa [0 yuix nikin, Kpi OCHOBHOTO, HE MAE Bignowl
RepeBHILYBATH TUIOILY DCHOBHOTO niKka Ha Xpamarorpami | !
POy mﬂ'lm”ihr‘n (—0 e /n] _._j
o muanauenns BT CipHaNTHCL (MeManTHEY rupm HOPHAY 10,04 mr [
aeTlli mac GyTH gin 9,25 Mr A0 10,75 mr, ¥ pepepaxyHKy i
M0 Macy TabNETRI, |
aranie YHCI0 aepntux MiKpoopraniaMis (TAMC): e |
KeniTepiit nprisaT nocti - 108 KYO/r. ‘
BarafpHe HACHO APk AaaiBrX Ta mticcms".\‘ rpn0iB [
(TYMC): KpHTepi npUHHATHOCTI - 10% KYO/r. |
BiacyTHicTh Escherichia colip 1 r npenapaty. e !
Mo 10 rasaeiok y 6aiciepi, no 3 GaicTep B rmadl Binnosinae
131 NHO 3 TERCTOM MAPRYEAHHA A0 p/ri3i sminaMy Bipnopinae ;
13 pon Jo 11.2027 p.
KRRINIEIYIPIRRIR LV 5y n]ulnu- o AR eanind TR TOT CEPIT Tu a0 Qe napanyy S5TRRE 3 TN U L T ke Tt B i
_n.-q] ACLRARMIN TRiTIE (4N no KT angpy, Fhe Koyrprets A8Hu G fecTy AP b 1 s el OF 11807 ST Toonom
[ apaty ¥ 37wy 5 RITRIOR Vg o supodtauesa 3 svuiay FHBI{GMD). |

Buctiorok: MEMATOH IC, Talnetii, BKPMTE ILIBROECH) 0DO0HKWI. 110 10 M1 Ne30 (10%3) v
nauii/- cepii 2711024

pianopinae susoram MK 3i svinanvn Ne 1. 2 no p/n UA/16535/01/01

Jastpa npo cepTudixanivo: L g FACEIAYYIO, WO HaBEIEHd BHLLC {opnaLlig € L0CTOBIPHOID T4 TOHHAK.

Lo cephio npoaykuwil Gy:no BHPCONEHo (BRIIOUAIGHH TIAKYBAHAS | MApKYBaHHA) T8 [POIBSACHO RIHTPOAL Hil
GroCTi HA  BHIIE3AGHAUEHIE  AimbHid Yy NOBHIA  BIANCEIAHOCTL 3 BHMOTAMN GMP,  soradozIeHy

PErVISITORPHAM ORTaHoM VKpainy, a Takei BUINOBIAHO A0 cneidiranii, Wo MICTHTECH Y PrecTy patiiomy

JOChC, n].'ix".l'T‘C'i"(',’JH X%l4})(!63'![illTBﬂ, PakyBarHg Ta aHai3R 0\ MO epersiHyTo T3 BCTABIACHQ Bl ANOBIHHICTh

GMP.

i;ilC'!"}‘l’iH!iK reReEpPaiLRoOre AHpeKRTOpa 3 SAKOCTI

Viosuoakena ocoba




O 06.8-205-07/1, en. pea. Ne 12
FTOBAPHCTEBO 3 AOJATKORBOM BIAHOBINANBHICTIO «IHTEPXIM»

ar Ouecs, o
50, Eemai

Ceprudikar axocti N 264  Bin 22.10.2024 poky

Hasga aikapcbkoro 3acofy MEMATOH IC

Jlikapcbka ¢dopma, no3yBaHHS TabneTKH, BKpUTI NJiBKOBOIO 000N0HKOW, o 10 Mr

PeecTpauiiine nocBinueHHs UA/16535/01/01 3i TepMiH 1ii 6e3cTpoKOBO
3MiHaMH

Jlinensis Bupo6ruureo nikapcebkux 3acobie cepis AE Ne295499 Bin

20.02.15 p., 65080, Onecbka obnacts, M. Ozneca, Jlioctaopdcebka
nopora, 6yn.86

Micue npoBaKeHHs1 AistILHOCTI 65025, M. Oneca, 21-i1 km CrapokuiBcekoi goporu, 40-A

Ceprudikar GMP 024/2023/GMP gie no 23.12.2025 p.

Homep cepii 2641024

Po3mip cepil 813 nakoB  Ne 30

Jarta BupoOHHUTBA 15.10.24 p.

AHaJi3 npoBeaeHo 3rigHo 3 MKH 3i 3aminamu Ne 1, 2 no p/n UA/16535/01/01

Hanmenysax‘mﬂ Bumorn MKS1 PesyabraTn
MOKA3HHUHKIB BHl’IpOﬁOByBaHb
1 2 3

Onuc TaGaeTku kpyraoil opMH 3 JBOONYKJIOK TOBEPXHELD, Ta6neTku kpyrioi dopmu 3
BKPHTI IIIBKOBOIO 060JIOHKOI), 6171010 Kobopy. Ha ojuiil | ABOOMyK/I010 MOBEpXHEID,
N0BepXHi TaGJIeTKH HaHECeHa PUCKa ISl [TOALTY. BKPUTI I/1IBKOBOIO

060JIOHKO1, 6isIoro
Koabopy. Ha opniit
noBepxHi TabneTKH
HaHeCeHa pUcKa Jyis

noAiny.

lpenTudikanis A.Yacu yTpuMyBaHHA nika MEMaHTHHY Ha Binnogigae

XpOMaTOrpaMMax BUIPOGOBYBAaHOTO PO3YMHY Ta PO3UUHY

NOpIBHAHHA, OJlepXKaHuX MpH BUNpobyBanHi "KinbkicHe

BU3Ha4YeHHA", TOBUHHI cniBlIazaTH.

B. Peaxuis (a) na xsiopuau. [TosuTHBHA

C. Peakuist Ha TUTAHY LiOKCHA. [TosurHBHa
Cepeans Maca Big 166,5 mr s10 193,5 mr. 179,5 mr

OanopigricTs Mpuiitmanshe ynucno (AV) ans nepuux 10 oAUHUIL
[,030BaHKX OJHHUUD * noBvHHE 6yTH MeH1e abo fopiBHioBaTH L1 (15,0). Axiuo
npuiManbHe yncao Ginplie L1, BUNpo6yBaHHIO Miga0ThL
HacTynHi 20 04MHUIE | 06YHCIIOITD NPHIMaNIbLHE YUCIIO.
Bumoru O/10 BUKOHYIOTbCH, AKIIO KiHLeBe NpHiiMaibHe
4YHCI10, po3paxoBaHe i3 30 oguHUL, MeHLIEe 260 AOPIBHIOE
L1 i»xozeH iHAMBIAYaNbHUH BMICT y 030BaHil oquHULi
He € MeHIHM 3a (1 - L2x0,01)M i ne 6inbmum 3a (1 +
L2x0,01)M npu o64ucieHHi npuiMaibHOro Yucia

(L2=25,0).
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Po3ymHeHHS

KpuTepidt npuiHATHOCTI Ha piBHi S1 NOBHHEH OyTH He

mente (Q + 5) % 4151 KOKHOT 3 6 0gMHMLb. K10
oAepyKaHi pe3ybTaTH He BIANOBIAAK0TL KPUTEPIO
NpUHHATHOCTI Ha piBHi S1, BUNPOGYBaHHA NPOAOBKYIOTh
Ha piBHAxX SZ a60 S3. Q = 75 %. Yac posunHeHHs 45 xB.

101,1%

Cynposiani soMimKu

Ha xpomaTorpami BUIpoGOBYBAHOTO PO3UMHY:

- oA nika gomimky E He mae nepesuwysatu 0,6 naougi
OCHOBHOTO I1iKa Ha XpOMaTorpaMi po3urHy NOPiBHAHHS
(0,3 %);

He ACTEKTYETHLCA

- IJIOMA MiKa 6yab-gaKol JOMIIIKY He Ma€ NepeBUuLyBaTH
0,4 nnowy ocHOBHOTO MiKa Ha XPOMaTOrpaMi PO3UMHY
nopiBusuus (0,2%);

He nerextyeThcs

- CyMa IJ10L, YCIX NiKiB, KPiM OCHOBHOTO, HE Ma€
NEePeBUILyBaTH IUJIOLLY OCHOBHOIO Mika Ha XpOMaTorpami
pozuuHy nopisusivusg (0,5%).

Bignoeigae

KinbkicHe BU3HaYeHHSA

Bmict C12H,; N*HCI, (MemanTHHY rigpoxaopugy) B
Tabnetui Mae 6yTH Bif 9,25 mr g0 10,75 Mr, y iepepaxyHKy
Ha cepe/iHI0 Macy TabJieTKH.

10,07 mr

Mikpo6iosioriuna
yucroTa **

3araneHe yucao aepobHux Mikpooprauizmis (TAMC):
kpuTepilt npuituaTaocti - 10% KYO/r.

3arajbHe YKCI0 APIH/KOBHX TA MJIiCEHEBUX IPHOIB
(TYMC): xpuTepiit npuituaTrocTi - 10% KYO/r.

Bigcyrnicts Escherichia coli B 1 r npenapary.

[TakyBaHHs

I1o 10 TabsaeTok y 6aicTepi, mo 3 GaicTepu B mauui

Bianosigae

MapkyBaHHSA

3rilHO 3 TEKCTOM MapKyBaHHsA A0 p/1 3i 3MiHaMu

Bignosigae

Tepmin mpuaaTHocTi

3 poxu

Jo 11.2027 p.

*- KouTpois 1aHOoro Tecty npoBoasTh A5 KOAKHOT 11107 cepii roTOBOro Mpenapary y 38 3Ky 3 THM. 11O LeH TecT KOHTPOMOIOTh B
nepos(acosannx TabneTkax KokHOT cepii npenapary. **- KonTposs 4aHOro TecTy npoRoasTh s KOKHOT 119701 cepii rotoporo
npenapary y 3B 3Ky 3 Bianosianictio supodHuursa [J13 siumoram HBIT (GMP).

Bucnosok: MEMATOH IC, Tabnetkn, Bkputi niiekoBoio obononkoto, no 10 mr Ne30 (10*3) y Gnicrepax y
nayui/- cepii 2641024

Bianoeinae Bumoram  MKS 3i 3minamu Ne 1,2 no p/m UA/16535/01/01

3aspa npo ceprudikaniro: LM s 3acBinuylo, mo HaseneHa BHlLe iH(OPMALIS € JOCTOBIPHOKO TA TOHHOIO.
Lo cepito nmpomyxuii Gyno BMpoOneHO (BKJIOUAIOUH MaKyBaHHS 1 MapKyBaHHs) Ta MPOBEAEHO KOHTPOJb il
GMP,
PErylATOPHMM OpraHoM YkpaiHM, a Takok BiANOBiAHO o cneuudikauiil, wo MicTATbCA y peecTpauiiinomy

AKOCTI Ha BHILE3a3HaueHil AiNbHULI Yy MOBHIM BiAnoBigHOCTI 3 BUMOramu BCTAHOBIEHUMHU

nocbe. TIporokonn BUpPOOHMUTBA, MakyBaHHA Ta aHai3iB OyJ0 MeperisiHyTO Ta BCTAHOBAEHO BilNOBiAHICTL
GMP.

Yepaina

6,{%53% RSO 4 65080, M. Oeca |
YoBHOBaXKeHA oco / AN N : %wcmomﬁcbz@ nonora, 86 lixep 3.0,
49 e (miane) (THB)

Zf**‘ Q

if

TAB «HTEPXIM»
BILLIN KOHTPONIC AKOCTI
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