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CEPTH®IKAT CEPIL o 2024-15.3/73

| Halimenyrannsa ACKOPBIHOBA KHCJIOTA, Howmep cepit: 41032001
APOAYKIIT:
1 Jlikapceka dopma: pO3uuH nd iR ekttt 100 Mr/mm . .
| PeecTpauiiine PII Ne UA/12847/01/02 (0ic ne obmexceno) Pozumip cepii 12394
| TOCBinUeHHN: (yri., INT. T4 iH.):  YMAXOBKY
Kpaina-supobuuk: Yxpaida ) Nel0
Cuna nil/axtasricts: [ ma poswuny micmume xucioms ackopoinosoi Hata fepesens
100 sz | BHPOOHULITBA: 2024 p
Bup i posmip llo 2 mn B amOyni 3 MApKYBaHHAM YKPaTHCHKOIO | Jlata sakinyenns
YHAKOBKH: MOBOIO;.1T0 5 amIiy.1 B oaHoOiuHOMY GnicTepi; TEPMIHY 03 2026
no 2 OsHeTepH Y navili 3 MApKYBAHHSIM YKPATHCBKOK | TIPUAATHOCTI:
- | Ta pociﬁcmom'moﬂamn
Hamenyaauﬂﬂ.gj. R . | ff.f‘_“Me*rmmmu g
L mokasmmia oo Bumoru "“e““‘l"mm’ G U ORTPONI 4
. Olllic Hposopﬂu p03qHH Bif . Gesﬁapaaoro ,uo }ImBTyBa- San | MK, Hp{}B{}pHH
TOFQ KOJIBOPY. 32 30BHILIHIM BHIIAAOM Mae Bigno-.| BisyamwHo. PO34HUH
Bigatu Bumoram JIQY, cr. “Jlikapebki 3acobu mis AKOBTYBATOIO
MapeHTePanNbHOro 3aCToCyBaH . KONBOPY.
Bianosinae.,
Inenrudiixania
Kucnoma Ha xpomarorpami. sunpoGosysanoro posuyuny mae | 3ar. 2.1 MKSL. | Bixoosinae
ackopbinosa BUSBIIITHCA OCHOBHa IUIAMa Ha PiBHI OcHOBHOI | DY, 2.2.27.
IUIAMM. Ha XpOMATOrpaMl po3uuHy nopiBHsHHA 1, | Merox THIX..
BIATIORIZHA TH 32 po3Mipom.
Kucroma Y BHIOPOOOBYBaHOMY PO3uMHi YTBOpIoeTscs cipuit | 3a m. 2.2 MKSL | Tlosutusuo
AcKopbino6d oca. Konsoposa
peaKikif.
Hampii Xapaxtepna peakuis-(¢) Ha HaTpiii. 3amn. 23 MKJ. | Hosurusna
HDY (N), 2.3.1.
Hampiw Posunn 3 icanito fodudy fiodoeanum posuuros P | 3am, 2.4 MK, | Hosurueuo
Memabicynshin GesbapeHiii i ae peaxuiio (a) Ha cynbhaTH. DY, 2.3.1,
Hunampiio edeman: | Ueprore 3a0apBieHBa pO3UNKY DEPEXOIHT Y 3a 1. 2.5 MK 4.
SKOBTE. Konsoposa peax- | [ozurusno
f1s 3 POSYHHOM
saniza (1) cynp=
daTy B HpUCYT-
HOCTL PO3YHRY
KCHIICHOJIOBOTD
CPAHAKCBOIO.
| Hposopicte Mae 6yTi npozopum. ;ﬁbnyfzhfiﬂ | 1lpozopnit
Cryninn ‘Mae 6ytu sabaprienuil He GinbIN iHTEHCHBHO, fK | 3a 1 4 MICS. Biaroeiaae
330apBICHHS “€TaJIOH Y. Py, 22.2,
| METOJ. L o
pH Bix 6,0 no 7.0. RN Y
: LA Y
Kucrora masaera | He Gineure 0,3%. ek Mem}lél@%
, N e
| OF%em, He menine 2,0 M. ‘ Bﬂrpl«my?
IO BHTHIACTHLCH |
| . I ey ﬁnaﬁnﬁ
| Crepuapuicrs Mae 6yTH cTepuREHUM. A
ey
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CEPTUGIKAT CEPII Ne 2024-15.3/73

Hatimenypanug ACKOPBIHOBA KHCHOTA, Howmep cepil: 41032001
MPOAYKLUIT | |
Jikapcoka popMa: | posumn ans i1 ek, 100 mr/mn
' : H#ﬁ'@éﬁyﬂaﬂﬁﬁ ) Brmory cne ﬁlbilca i - MET{]IIHRH o Pe:;y.uyra'ru :i
| omoxaswmka - .o o PUUURCTERERIEEML S0l gomtpomo. | .
baxTepianbui I'paruua. KOHUEHTpaLis eHIOTOKCHHIB — Meume | 3a . 9 M. MeHrue
EHACTOKCHHH 120 MO/, HOV,2.6.14, 120- MO/,
| Mexaniuni | Ang Hactox > 10 MiM ~ pe Ginbrre 6000 B ammy i Jam 10 MKA.
BKJINOYCHHS? A7iA HAaCTOK = 25 MKM — "e Gibire 600 5 ammysii. HPY,29.19, Burpumye
HEBUOUMI HacmKu __ 1 meron 1,
Mexanivui 3an. 11 MKJL.
BRIOYCH IS Mae OyTuy npakriuB0 BUTBHMM Bifl YaCTOK. 4V, 2.9.20. BurpumMye
SUOUMI YaCTKU. | ) | e
Kiabkicae Jan. 12 MKJL.
BH3HAYEHHSH Meron 100,2 mr
Kucroma Bia 95,0 mr po 105,0 mr 8 I M1 npenapary. —— E ]éﬁg )
ackopbinosa | . peTEpELY
YnakoBka Bianosinno 1o MKS$I
Maprypanus Bimnosiaso o 3minn mo Mapkyeannn (6i0 30.11.2020 p.)
I'padiuue . : : : : o
BianoB1aHo N0 3aTBepIKCHUX OPHUTIHAN-MAKETIB, POSMIILEHNX B €aHHill ABTOMATH30RA-
Opopmenis Hilt inbopmauitinill cucremi Depunixemyx6u Vipaing (unaanit pig 01.03.202 1 p.)
YIAKOBKH | | J ) N
KOMEHTAPI Ymosu 30epiranHg;
B opurinanbhiit ynakosni npu TeMepatypi He Buie 25°C.
_____ Y Y A
Buxouapeun: ILLB. Cmupnosa L.C. W"" Hara 29.03.2024 p

Hawanwaax BKS: | I1.1E. Koporkux 0.0. | @g’ Hata LD 25 A4

3anBa npo ceprudikaumiro: 1{uM s 3aceinuyio, 10 HaBECHA BUIIC IHpOPMaLlig € JocTOBIp-
HOKO Ta ToUHOK. Llto  cepiro nponykuii 6yno Bupobneno (BKMOUAIOUH NaKyBaHHS Ta MapKy-
BAHHA) Ta HPOBEASGHO KOHTPO if AKOCTI Ha HIDKYE BKAzauilt AlbHULI Yy IOBHiH BIAMOBIAHO-
¢ri 3 Bumoramu GMP, BeraHOBIeHUMU MiCHEBHM PETYRATOPHUM OPranoM, 3CIAHO 3 YHHHUM
328KOHO/IABCTBOM Y KPATHY, A TAKOK BiATIOBIIHO A0 crieuudikauil, In6 MicTAThCS Y peecTpa-
wiiHOMY Aoche. [TPOTOKOA BUPOGHMIITEA, NAKYBAHHS TA AHANI3IB Oyno rieperngHyTo Ta BCTa-
HOBJICHO BiftnoBigHicTy GMP.

tul

Cepis rorosol npoayxuil 41032001 sianosixac Brmoram MKS JI3 31 3minamMu
(Haxas Ne 2759.¢i0 30.11.2020) no Pecerpaniiinoro nocinuennaa Ne UA/12847/01/0 hs
Ta [03BOJIAETHLCH J0. peanizamiy. '

YNOBHOBAXEHA / ly g
ocoba: ILLEB. Timuenxo H.E., /2,/ g /" |

Bupobunua ginbuuus. Agpeca: 61115 Yxpaiua, Xapkiecrka o6i., MicTo Xapki, pyauug Cereprtd [iorouskoro, 6y AHHOK;
Jigensin: cepit AB Ne 501356 pix 08.02.2011.p.. o ;“ PRI e T
Ceinourse npe-aTectauito BKS Ne 337 sin 09.03.2017 p. (Bunano HepasbrxMd Ay s OOy kpainu i;j’i_g,ﬁﬁgbfcffﬁt&amﬁiﬁ‘ra KOHFDINO
38 HAPKOTHKAMH) P2l Sl g T A % <

Cepragivar GMP 057/2023/GMP sia 30.06.2023 g JixapcrRaX mﬁqﬁr&j{ Kg'l}m‘;pﬁm{} 3Q
HAPKOTHXAMH) vk Sy HPEERT
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