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Ten. (044) 496-87-87, Ten /daxc (044) 239-19-38, Ten/daxc (044)49689-42, Ten. (044) 485-26-57 (uinogoboso)

Ceptundikar akocri N2 040000112287

MinT HazanbHi Kpanni®, kpanni HazansbHi no 10 mn y $nakoHi, no 1 ¢nakoHy y nauui
1MJ1 MPEMAPATY MICTUTb QEHIEOPUHY 2,5 MT, IMMETUHIEHY MANEATY 0,25 MT

Homep cepii: 20124 Kpaiha oTpumyBau: YkpaiHa
KinbkicTs npomykuii: 63.876 Tuc.ynak. N2 Peectp. noceigueHHs: UA/14055/01/01
fata upoBHuyTea: 01.2024 Tepmin aii peecTp. nocsiguenna;  HeobmexeHnn

AHani3 BUKOHaHUI no: MKA N3 po PN N2UA/14055/01/01, 3minm Big 10.02.2022 p.

HalimeHyBaHHA NOKa3HWKIB Bumorn AH/A(cneundikauii) PesynbTatu BUnpobyBaHb
Onuc MNpo3opa 6e3bapseHa abo 3nerka xosTysaTa piguHa
3i cnabkmm cneyndiyHUm 3anaxom Binnosipae

lpenTudikauin

AVMETUHAEHY Manear Ha xpomatorpamax BunpoGoOBYBaHOrO pO34uHY,

ofepxaHux npyu BUNpobyeanHi "KinbkicHe

BU3HayeHHA. [lumeTuHaeHy maneat”, yac

YTPUMYBaHHA NiKy AUMETUHIEHY Maneaty mac

CNiBNaAaTh 3 HacoM YTPUMYBAHHA NiKy

AVMETUHEHY ManeaTy Ha XpoOMaTorpamax posuuHy

NOPIBHAHHA 3 TOUHICTIO 2% Bianoeipae
deHineppuH Ha xpomartorpamax eunpoboBygaHoro po3umny,

opeprkaHux npu BunpobysanHi "KinbkicHe

Bu3HaueHHa. QeHinedgpuH”, Yac yTpUMyBaHHA NiKy

deHinedpuHy Mae CniBNaaaTi 3 YacoM YTPUMYBAHHA

niky ¢peninedpuHy Ha XxpomaTorpamax po3uuHy

NopIBHAHHA 3 TouHicTio 2% Bianosigae
6eH3ankoHilo xnopwa Ha xpomatorpamax BUNpo6oBYBaHOIro PO3YMHY,

ofepxaHux npu BunpobyeaxHi "KinbKicHe

Bu3HaueHHA. bensankoxio xnopua”, yacn

yTpumyBaHHa nikie C12 i C14 6eH3ankoHin

XNopvAay MaiTb CNiBnagaTi 3 Yacamu yTPUMYBaHHA

nikie C12 i C14 6eH3ankoHio xnopuay Ha

Xpomatarpamax po3u4mHy NopiBHAHHA 3 TOUHIcTIO 2% Bignosipae
Mpo3opicTb Mae 6yTn npo3opum Binnosigae
Konboposictb MNpenapat mae 6yt besbapeHum abo 3abapeneHka

npenapary Mac 6yTu He IHTEHCUBHILLMM 3a eTanoH
Y6 (Ha momeHT Bunycky). MNpenapat mae 6ytv

6e3bapeHum abo 3abapeneHHA npenapaty mae bytn

He IHTeHCWBHIWWMM 3a eTanoH GY4 Bignosinae
pH Bin 6,3 n06,7 6,5
Cepmudbikam nidnucaHo enekmpoHHUM nidnucom ID 040000112287 Crop:1 3.3
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HIRRAIN

O6'em BMICTY YNakoBKu
CynpoBigHi gomiwkn

noxigHe aumeTurHaeHy 1

noxifHe AuMeTuHaeHy 2

6yab-AKOT IHWOT AOMilKK

Cyma JOMIlOK AUMETUHAEHY

Mikpob6ionoriuHa yncrorta
3aranbHe yncno aepobHux
MikpoopraHismis (TAMC) *
3aranbHe Yncno ApiKAXKOBMX Ta
nnicHasux rpubis (TYMC) *
Staphylococcus aureus *
Pseudomonas aeruginosa *
KinbKicHe BU3HaueHHA

AVMETWHAEHY Manear

Ten. (044) 496-87-87, Ten /axc (044) 239-19-38, Ten /daxc (044)49680-42, Ten, (044) 485-26-57 (uinoaotoso)

He meHwe 10 mn

He 6inbwe 1,0 % (Ha momenT Bunycky). He
Ginbwe 2,5 %
He 6inbwe 2,0 % (Ha momenT sunycky). He
6inowe 3,5 %
He 6inbwe 0,2 % (Ha momeHT Bunycky). He
6inbwe 0,5 %
He 6inbwe 3,0 % (Ha momeHT Bunycky). He
6inbwe 7,0 %

Kputepin npuitHatHocTi 100 KYO/mn

Kputepiin npuiaHatHocTi 10 KYO/mn

BiacyTtHictb 8 1 mn

BiacyTHictb B 1 Mn

Binnogipae

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

Bin 0,238 mr po 0,263 mr 8 1 mn npenapary (Ha

MomeHT eunycky). Big 0,225 mr go 0,263 mrs 1

MN npenapary 0,254 mr/mn
denineppun Big 2,38 mr go 2,63 mr B 1 mn npenapary 2,47 mrimn
BeH3ankoHio xnopug Big 0,090 mr ao 0,110 mr 8 1 mn npenapary 0,104 mr/mn

YnakoBka Mae signosigatv Bumoram Binnosinae
MapkygsaHHa Mae signosigatv sumoram Bignosinae
Tepmin npugaTHocTi: 3 pokn [o 01.2027

¥Ymosu 36epiranna:  3bepirati B opuriHanbHin ynakosui npy Temnepartypi He suige 25° C. Tepmit npuaaTHocTi nicns

PO3KpUTTA dnakoHy - 4 micaui

KomeHTapi:

*Ha nipcraei nepiognyHoro koHTponio. MpoTe My NiaTBepAXyeMO BiANOBIAHICTL AaHOT cepii Bumoram H/J

3anaBa npo cepTudikayiio:

LUum s 3aceiguyio, wo BuuleBkasaHa iHdopmauia € gocTosipHoo i ToyHow. Lo cepito npoaykuii 6yno supobnexo (BKNouaoum
ynakoBKy/MapKyBaHHA) Ta NPOBEAEHWIA KOHTPONDb 1i AKOCTI Ha HWXYeBKa3aHin AinbHWUI B NOBHIA BignosigHocTi Ao Bumor GMP,
BCTAHOBNEHMX MICLLEBMM PEryNATOPHUM OPraHoM, a TakoX Y BifNoBiAHOCTI i3 cneuvdikaliamu, AKi 3HAXOAATLCA y peecTpauiitiomy
Aocbe/ToproBoi nileHsii. MpoTokonu BUPOBGHULTBA, NaKyBaHHA Ta aHanisis Bynu nepesiperi Ta BCTaHoBNeHa BignogigHicTs GMP.,

Cepmutpikam nidnucaHo enekmpoHHUM NidNUCOM

ID 040000112287 Gropad %3
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Ten. (044) 496-87-87, Ten /¢axc (044) 239-19-38, Ten /daxc (044)49689-42, Ten. (044) 485-26-57 (uinonobosn)

AossoneHo go peanisauyii / go BigBaHTameHHA

18.01.2024

YnosHoBaxeHa ocoba - HayansHuk sigainy BCTaBIl Nantyx O.M.
Bupo6Huuua ginbHwuys:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniaceka, 74; Niyensis Ha eupobHuuteo AE Ne 637430 ein 07.04.2015:
GMP/EAEU/BY/0045-2021 gig 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021
KoHTponb sKoCTi Ta BUja4a Qo03BONY Ha peanizauin:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigoytso npo atectauiio N° 390 sip 22.01.2019
Cepmucbikam nidnucaxo enekmpoHHUM nidnucom ID 040000112287 Ciop.3 53
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Ceprudikar axocri N2 040000120979

MinT HasanoHi kpanni®, kpanni Hazaneni no 10 mn y dnakoni, ne 1 bnakoHy y nauyi
AN NPFEMNAFATY I T T DEHJELSHIDY 2.5 M5, OHMETUSIERY Ml izaTy 0,25 k0

Hoep cepii: k[ Kpalin aTpeeyYnAy Yaudina
Firshicie maogykni; E4.123 Tue yrdi. W PRErTR. MACAiaLEE: LA 14nES0141
Hata oppodHsyea 052025 Tepaie Uil PRECTE. POCRIMEAER;  HECOWOKEIA

AR SFROHAHAR 11 PR T3 oo PO RRUAA 405501001, sminn aig 10.02.2022 p.

HaimetypaHHA RERBIHAHIR Bawaarm AH{cewadianiin PeaynhTam sunpofysane
Qnnc Mpraops AesBapssa 300 JNeMKa =OaTYEATA pinwsHa
al crafkue cneagiaHum sanasa EBignoeknae
IneHmdisayin
OWKETHHACHY MamTaT Ha EpomaTonamax DHHDDEDD}'DHI" Lra posunHY

JnCpsaERE N BANpOGySadHl “Hinexicae

BEHIHAUSHHA, [luraETaraHy Manear’, wac

YTRAMYEBIHHA NIy Q4RSTHHLENY MAAEATY HaE

CAIENAGATA T GIcnm ¥ TPWRAYEIHHA Niky

ISR TAHIE 4y MANCATY HD XORARTON Qaddar oS iaHy

NopicHANNA 1 Touricrm 22 4 BgrcRinas
deHInedipe- Ha HpCtaTorpastay AunpofiasysEaHorn poasiu-y,

OoEDH aHAE NPW BRNDoSYRann "Rinnkicas

BHaNaYrrns, Deninedoad, HAC yTRAMYBZHNA iKY

diesinatpuHy M CNIEN3GATH 3 Y300M YTRHM BN

nisy deHinSEEREY HE XPOMITOMDIMAY FOIHMHF

MepABHAHHA 3 TOYHICTIZ £22% Bignoelgae
fAratan <iHIHE KI0pWA Ha pOMATOMEAMaE EMNPOGORY RAHEME POIYAHY.

DNEPEAHAE TER BANpoyassH HILKIcH:

BusHAseHHE . BeHaansonin anepng”. vaca

VTpHMyBaNNA dikie C12 1 014 BeszansoHiv

NODPATY MAHITs ON|RMANATH 3 YACAMH 1Py SE--A

nikip C12 i <14 f=nsanko=in iNSpAny Ha

WA TArPaMas EEaHWi Iy NOpiaHA-H- 3 ToukicTI: £2% Eignosgae
NaasopicTe MiaE By ripsodogae ' Blanomigac
K.oNsOpoEICTh Me2napat Mac Gyma Breada prowre afo 2abapanes-a

MPEI2Paly WHe EpTH H? IHTEHCHREIILIAL 33 ETANSH
WE {Ha momesT wenycky). Mpenapat sae &

SealiapeHUm ato 1nSaponenns npenapaty mae fyma

HE IHTEHIRBHILMM 33 3Tan0H EY4 IR TR TS
B Biggd 3o BT 5
Cepmygixam AIARITAAD S ROHALM DIEIC0 0 40000120879 crop. 1 3%
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CE'EM SMICTY YA KOBLH Her avariwie 10 w0 Bianopigae

CynposlgHl nomlmxs

e AvETHHEEHY 1 He Ginpwe 1,0 % [Ha movaHT sumyoy]. He
Elnpwe 2,5 % 0.0 % (=KEKE)
nasinHe LAWMSTHHARHY 7 He Ginswe 2,0 % (Ha moweet sunycsy]. He
Binowe 3.5 % 0,1 %
SanL-ARAT IHILST Aasiwea He Glnewe 0,2 ¥ (Ha powmeat nunycey). Ha
finawe 0.5 % 0,0 % {=MEE]
CWMD DMK e TRHGEHY He Gincwe 3.0 ¥ (Ha rMamesT sianyory). He
Alnkwe 7.0 % 0,1%
MiKkpoSionsridHa WETTS
2AraNkHE UNCND 3ERHL Fputepid npearaTHooT 100 BY e

sikpoprasiswin [TAMI)
JArareHE SACMD JOENEonE T4 Eputeplid npwiHataocri 10 &30 w0
nicimany rpalie (TFRC) *

Siaphy ks aureus BlgoyhicTe & 1 wn

Psaudomnonas asruginess ” BlacyTHICTE B 1 an

KIARE|SHE BWIHANAHHA

[ AMETHHLEHY MBNRAT Fiiy 0,238 wr go 0,263 wr o 1 w0 npenapary (Ha

MOMEHT BUNyCRY ), Big 0,225 wr po D253 proa -

PP MPSNAPETY 0,250 pardpar
sprineppH Bin 2,35 o 2,83 wr e 1 wn npenapany 2,45 paririn
GEHIZNC NI RNDAK; 3o 0,050 pr go 9,110 mr g 1 w0 npenapaTy 0,106 sainn

Ynakoska Miaz BEignoalgaTy EweTan Biunoeicae
Mapkyass-== Wias BipnoaipaTe e ras Bianoaigac
Teprin npRBaTHCTI: 3 0l Lo Oh 2028

Yaoed sGepiraHEa;  3Arpirama n operHaneHid yoakcedi Ngd TOMNSRATYRI AE erwe 2537 C. TepMIH nprpamizo i
cusEET T S0 akany = & pikcaul

Bamentapl:

*Ha nigcTapl nepload-nars st panms, TpoTe s NATERGEYeD Bianueig=iis §aHol fepil aumoray H

Iamna npo cepTHsHauio:

lem ® LACKIGUYK. WO BHLYEBKA3AHA IHOpMALia ¢ pocrobipecss | TodRco, e cepin npoapsull Gymn aupofinene (aE9E00H
YNAKONKY WWAPKYBAHHAY Ta NPLBELEHUE KoHTRaE 1T AKOET HA HIHHESKAZAHIN firnHudl & NOEE BION0DIANOCTT Ro SR SMP
RCTHHOANEHIE MICLEEHRM PEMNATORHAM DRraHom, 8 18K ¥ BNROAiHacT i1 cneurdi<allAmn, Fel IHAM0AHTELH § REECTREL PHOMY
peceatapraral iyenn, NpoTokons ARECEHULTES, NACYEIHHA T2 a=anaia fyne nepesipedl Ta BoTancaneHa mianisiiAcn. SMP.

CER N M .']‘|'a|1l.ll.'17|1ﬂl|1l'xm|:lﬂri':';'.'rl FENEEAEOA D el 20075 Crep. 2 33
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B pentimerua pinsAnumn: B
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0R12N24GME sig 29.05.2024; GMPEAELIKZE1-01-2024 pin * 5.1 2023, SMPUZ-D8E20ES oig A0,11.2023;
530-1024-05/02 pip 02082074
KoHTRoNE NEOCTI TH BAGEYE GOaBony Ha peaniyagin:
YEPATILA, 4080 M. buiz-80. ayn. Kupuniocesa. 74; CRigouTEo npo atectauio N 390 sl 2201 2018
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