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"N Jlinenil ua snpobungrno cepla AB Ne 501328

N Ceprudirary sinnonimrocri GMP 095/2024/GMP

CEPTU®IKAT AHAJII3ZY Ne 438926

Na pecetpauiiftioro mocsigueHus:
APOPC XL, UA/12365/01/03
Tabaericn, BKpUTi IiBKOBOIO 060401K010, 10 Mr/160 mr

no 10 Tabaetok y Giicrepi, mo 3 Gxicreps B mayui “Topyilalk pEGrPANIATIETe

nocsigucHHs; GC3CTPOKOBO

Cxnaz Ha oxHy TabneTky iounx peqosnH: amnoauniny Gecinary 13,88 mry nepepaxyBaHi Ha amnonunig 10 mr
ta 160 Mr Bancaprany

Homep cepii: 691024 KinskicTs npoaykiii B cepii: 19578 ox. yn.
Iara pupobunursa: 17.10.2024 Tepmin npuparuocti: 10.2026
Iarta xonrpomo: 05.11.2024

Kourpons BignosinHo xo: MK JI3 Bix 29.07.2023

HAUMEHYBAHHSA TOKAZHUKA ! BUMOTH HOPMATHBHOI JOKYMEHTATII PEIVIIETAT
Omne ‘ Ta6eTKy Kpyriol (opMi 3 ABOOMYKJIOIO TOBEPXHEIO, BKPHTI JIiBKOBOIO Bignosinae

oBononxoio 6inoro KonLOpY.
Lnenrudixania 1. Ha xpomarorpami Bunpo6oByBaHOro posuuny 1, 0TpHManoro Binnosizae
npit niposegetini punpoGysanus «I(impKicre BUIHACHIA», Uac
YTPHMYBAHHS OCHOBHOIO MiKy aMIOAHNiNy Mae CTIBIIANATH 3 HACOM
YTPHMYBaNHA TIiKy AMJIOHIIHY HA XPOMATOTPaM] POSHHIY NOPIBLSIIA
. 3 TORHiCTIO 2 %%,
Imenrudikauis 2. Ha xpomarorpami sunpo6oByBaHOro po3umily 2, OTPHMAHOIo Binnosinae
npit nposeacHHi BunpoBysanns «KinbKicHe BUHAYCHRAY, 4ac
YTPHMYBAHIIA OCHOBHOTO MKy BANICAPTAHY MAE CTIBIAETH 3 1ACOM
. YTPHMYRAHNS TiKy BAJICAPTAHY HA XPOMATOrpami PO3HHY 10piBHARNS
:‘ 3 Tounictio % 2 %,
Inenradixauis L 3. Ha xpomarorpami sunpoGoBynaioro poﬁ‘nmy MalOTh BHABISTHCS Bianosigae
L.¢t. OCHOBHI NUIAMH BAJICAPTAHY i amnonumniay ua pieHi OCHOBHHX IUIAM,
o " OTPMMANHX HA XPOMATOIPAMI POFUNILY IOPIBHAHHS (a) (sancapra) i
poaunHy nopisianns (b) (amnoauni), sixnopimui iM 3a posmipom i
il IHTEHCHBHICTIO NONHHANIIA.

Cepenus Maca . : . 342 - 378 mr (360 Mr 5 %) 359 mr
. Posumncnus K T o i ) k v
| CCPCAHE el L '> 75 % (Q) pasicapraiy wepes 30 xu. Binnosinae
pisens Binmosinac
MAKCHMYM >75%(Q) Binnosinae
MiHiMYM =75%(Q) Bimnoninae
. Posunnenns
cepexic ' > 75 % (Q) amnopuniny wepes 30 xa. Bianosisace
pinens ' Binmosinae
MAKCHMYM i =75 % (Q) Binnosinae
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BHMOTH BOPMATUBHOI TOKYMERTAI

275% (Q)

< 15 Xpurepii npritasraocri Maors sinnosizary
BumMoram [V, 2.9.40.

< 15 Kpurepii npuitastaoer maors signoninars
saMoram OV, 2.9.40,

<0.2%

<05%
<2.0%

152 - 168 mr/rabn.
9.0 - 10.5 Mr/rab.

IlosxHHa BigmoRinary suMoram MK J13.
Moram MICAH J13.

Hosimmo sigmosinari Bu

Brenosok: Binnorigae samoramn MK JI3 Bix 29.07.2023

Kepisrnxk KT

Hap's KOCEHKO

05.11.2024

leit moxymerT nignmcamut C/ICKTPOHHOMY BUrIsazi Ta fi€ 6e3 rrackopywHOro nigmicy.

BurcHosox:

IImm  n nigrsepmxyro, wo NpHBEACHA BHme indopmania e AOCTOBIDHOX i  TOYHOIO.
ynakosKy/mapkysanus) i
Y nosuiif miguosigmocti 1
Akl micTATECH B

BATOTOBJICIA
RREIERKAZANII
coenmdixagiamu,

(Bxnrowaxoan
AUTbERI

peecTpaniiimomy  nmocne.

Oye  nposenNcHaM
BHMOramMe  GMP, a
IIpoToxonn

anamisis 6ysu nepernamyTi i BeranosIena BinmosiguicTs BaMoram GMP,
Hpenapar poseoneno xo peasxizanii,

C.2i33

KOHTPOJH
TAKOX Yy BixmosizHocri 2i
BUpoGnnNTBA,

.A‘

PE3YILTAT
Binnosinae

Binnosinae

Bimnonisae

Bignorinae

Binmosizae

Bimnosigae

Biamosigae

B ixmoﬁ inae
| Bixnosinae
t  Biunosinae
: Bignosigae

Bianosijae

Binnosinae

Bignoninae

162 Mr/Tabn.
9.8 mMr/Tab.
Bimosinae

‘ Binnoninae

3HIMCHIOETECH B pesumi MOHITOpHHTY Ha mepmift cepii »
- cepil. Pesynrrara Monitoprary BIITIOBINAIOTS BCTAHOBNEHMM BHMOTraM.

Ia cepis 6ysa

iy

AKOCTI  Ha

yYnakKoBky T3

1

|




Vitosaosaxeia ocoba Oxcana SSHEHKO 06.11.2024

eit poxymesT nimucanmii s CIIEKTPOHHOMY BHIAA] Ta Jiie Ge3 BHacHopYUROTO mipowey, |
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