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CEPTH®OIKAT CEPII Ne 2024-14/107

ZII/IKJIO(I)EHAK, 42022011

HalimenyBaHHs Homep cepii:
TIpOyKULi:

Tlikapcbka HopMa: cyTo3nToPii sexrtagpHi 110 0,1 ©
Peectpauibine P Ne UA/7239/01/01 (oie ne 0
[TOCBIAUSHHA:
Kpaisa-BupoOHHK

Crta Ail/akTHBHICTS

Poswmip cepil 10411
(yn., wIT. Ta i1.): YHaKOBOK Nel0

OMEIICEHT)

VYxpaina
1 cynozumopiii  micmumb: ournogenaxy | Hara BUPOOHMLITE!
wampiio 100 me (0,12
Bu i posmip ynaKoBKA: Tlo 5 CyTO3HTOPIIB Y Grictepi; 1o 2 GicTepH JlaTa 3aKiHYEHHA
B mauli 3 KaprToHy 3 MapKyBaHHAM TEPMIHY 08 2026
KpaiHCHKOIO T POCIHCHKOKO MOBAMH. FTPHAATHOCTI
MeToauKH PesyanTatht
KOHTPOWIO o '

08 2024

HafimenyBaHHus A
Buwmoru cnenndiramii
NOKAZHAKA

Onuc Cynosutopii Bil Gitoro [o Ginoro 3 JKOBTYBATH
a6o KpeMyBaTuM BixTiHKOM KOBLOPY, KynenoaioHot
dopmu. JlomycKaeThei HasBHICT, HanboTy Ha
roBepXHi CYTIO3HTOPIO.
MaroTh BiIOBiRATH BUMOTaM oY, cr. «JTikapebki
3ac00H 15t PEKTATBHOTO 33CTOC paugs, N.

Cynosuropii
6itoro 3
KpeMyBaTHAM
BifTIHKOM
KOJIBOPY,
KynenomioHoT
dopMu

BizyanpHo.

BinnosiganThb

nenrudixanis Yd-crekTp NOrIMHAHBA posduHy Hperapary, Ba . 2.1 MIGL
Juxnogenax [IPArOTOBAHOTO JUiA KinpkicHOTO BH3Ha4eHHs, B DY, 2.2.25.
Hampiio ofnacti Bim 220 HM JIO 340 HM MNOBHHEH MAaTH Meton abcopbuiiisoi | 276,00 HM

cneKTpo@oromeTpil‘ B
ynmpa(bionerosiﬁ i
RUIUMIN OBNACTX.

MaKCHMyM TIOIJIFIHAHHA 32 JOBXKWHHA XBUJIL (275£2)
HM.

Jinoginena
ocHo8a
OnropignicTs

VTBOPIOETHCA saCTHMMA kupoBuit wap Ha 3a . 2.2 MKSL Binmosinae
oBepXHi BUIPOOOBYBaHOro POSMHILY.

Maioth GyTH OXHOPIAHUMH. Ha 3pisi maroTH oy
pizcyTHi BKparUleHHd, JONyCKAETHCA HaABHICTH
[IOBITPAHOrO  CTPHKHA a60  JiiikonomiGHOL

saruOHHU.

| 3am. 3 MKSL 1DV, Binnosinaioth
«JTikapceki 3aco0u
I PeKTanbBHOro

sactocysanHa”, N.

Bix 1,330 T mo 1,470 1.

Po3znagansas He 6insue 30 xB.

Yac He Ginpuie 15 x8.
03M’ AKINEeHHA
Cropossi OxpeMOi HOMiLIKK — HE Ginswe 0,5 %.

JOMITIKH CyMapHO JOMILIIOK — He Ginpue 1,0%.




CEPTUDIKAT CEPI Ne 2024-14/107

HalimeHyBaHHA NpORYKii: JII/]KJIO(DEHAK,
Tlikapebka Gopma: Cyno3UTOPIt peKTanbHi 10 Olr

Homep cepil: 42022011

MertopHKa PesyapTars

KOHTPOJIIO

HaimenyBanus
POKA3ZHAKA

Bumors cnenudixauii

OaHopigHICTb MatoTh BIANIOBIfATA BUMOTAM ®Y,2.9.40 (MIIB). | 3a 1. 8 ML BignosigaioTs
[1030BABAX TipuiimManbHe Yueno Mae Gyt <15,0. oY, 2.9.40.
o MHHIEB DY, 2.2.25.

Meron abcopOuiiHol

criexrpodoToMeTpil B
ynwpaq;ioneroniﬁ i
BUIVMIZ 061acTAX.

MixpoGionoriuna B 1 r npenapary JOMyCKaeThCs: 3am. 9 MICL
JUCTOTA saranbHe 9UCTo aepoCHUX MiKpoopraHi3MiB ~ ne | JOY,26.12, Menme 50
Ginbue 10% 2.6.13,N.

saraJjbHe YMcio IPDKPKOBHX T nticenesux rpubiB Menue 10

_ He Gigpime 10%.

Kinskicue it omenim GUIYC Ipomsazom mepminy | 3210 10 MK

BH3HATCHHES ’ yery nPUOANHOCH Y, 2.2.25.

Jluxnogenax Bin 0,095 r go 0,105 8 Bix 0,000 r o 0,110 Merton abcopOuiiHol

Hampio OIHOMY cynosuTopii y B OAHOMY cynosuTopii criexrpodoromerpii B | 0,100 T

ynmpacpioneroziﬁ i

nepepaxysKy Ha CepEnHIo b
puanMiK 00nacTaX.

Macy CyTO3HTOPIiO.

y niepepaxyHKy Ha
CcepejIHIo Macy
CYTIO3UTOPIIO.

ViakoBKa

MapkyBaHHH
T'padiune

odopmaeRHs
NAKOBKH

Bignosifiyo A0 MK
BinrosifHo 10 Ivinn no Mapkys

anns (610 16. 03.2021 p.)

3rifHO 338TBEPIKEHHX OpMFiHaJ'[—MaKeTiB, po3MilIeHUX B enviHilt ABTOMATH30BAHIH
indopManiiHii cucTemi Jlepiaikemyxou Vxpaiu (duHHuH pin 01.06.2021 p.)

VmoBy 36epirayns . 36epirary npH TeMriepaTypi He BHLIS 25°C.

Hensn MAPJIAPOBCBKA

Onena KOPOTKHX

3agBa Npo cepTadikaniio: 1lum = 3acBinuyio, 10 napejeHa BUILE indopmaris € [OCTORIPHOIO T& TOTHOKO. 1o
cepilo npoyxuii 6yno BupobIIeHO (BKIIOHAIONH nakyBaHus Ta MapKyBaHIis) Ta FIPOBCACHO KOHTPO: 1i axoCTi HA
HIKYe BkasaHil minpHpLi y noBHiH BiTOBIAHOCTL 3 BUMOTAMU GMP, BCTaHOBNCHIMHU MiCLEBAM PEryiaTOpHHM
OpraHoM, 3TiRHO 3 YUHHVM 38KOHOJABCTBOM Ykpainu, & TakoX BiANOBIAHO KO crienmdikaui, 1o MicTATBCS Y
peccrpauifinomy ROCHE. [IpoToxoa pBupOBHUITE], NTaKYBaHHA 2 ananisis Gy0 NeperagHyTo Ta BCTAHOBIEHO
simmosiauicts GMP.

Buxonaseub:

S/ emam N,
e KOH'{'pOm(,}\?}
Mfikocn
7220‘/(5945 W

Hauansrux BEKST:

Vs
PEHa micTy xa;)xi '
o

Cepist roToBol apoxyKuii 42022011 sixnopizae BUMOTaM MK JI3 3i 3minamu 57 £
(Haxaz Ne 485 ¢id 16.03.2021) no PeecTpaniiiHoro nocaiguenus Ne TA/7239/01/01 f -
Ta O03BOJISIETHCA 10 peanisaui'i. ) 1

YoBHOBAKEHA Haranis TIMYEHKO e
ocoba: { 87 7

Xapkinceka 001, icto Xapkis, Bynuus CeBepuna Tlorolis

BupoGHuua ALMBLHUNA, Anpeca: 61115 Vxpaina,
Jliuensis: cepis AB Ne 501356 sin 08.02.2011 p.
Cpipoureo npo arectauito BKSI Ne 337 sin 09.03.2017 p. (BHAAHO TlepaBHot0 cryx6o10 YKpaini 3 1
32c06iB T2 KOHTPOIIO 328 HAPKOTHKAMIL)

Ceprudixar GMP 055/2023/GMP Bix 30.06.2023 p. (unanuf [epxasiolo cnyx6ot0 YKpainu 3 JKAPCHICH
3ac06iB T4 KOHTPOJIIO 32 HapKOTMKaMH) (f
Ceprudirar ISO 9001:2015 Ne23EQLY24/R2 Bin 06.07 2023 p. (Bunauuii Assurance Quality Certification Ll\f(f (’:f’ 4
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