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Ten. (044} A96-87-67, Tenfbaxe (044) 239-19-38, TenSpanc (044)49689-42, Ten. {D44) 485-26-57 {uirogotianc}

Ceprudikar akocri N2 040000119065

Nizak®, Tabnerku gna cMOKTaHHA 3i cMakom mannHuy, no 10 TaGneTok y 6nicrepi, no 2
Hnicrepu y nauui
1TABNETKA MICTUTD NISOLIMMY [APOXOPUAY 10 MI Y NEPEPAXYBAHHI HA CYXY PEYOBIHY, AEKBAMIHIIO XIOPVIY
0,25 M"Y MEPEPAXYBAHHE HA 100% CYXY PEYOBUHY

Homep cepii: 111124 KpaiHa oTpumysau: YkpaiHa
Kinbkicte npogykuii 16.684 Tuc.ynax. N2 Peecvp. noceigueHHa: UA/16033/01/01
[ara supobHuyrea; 11.2024 Tepmin gii peectp. nocsigueHHa;  HeoOMeKeHWN

Anania BUKOHaHWA no: MKA N3 po PTT NeUA/16033/01/01, 3minm sig 07.10.2021 p,

HalimeHyBaHHA noKasHUKIB Bumorn AHA(cneyudikanii) PesynuTaru sunpobyeanb

Onuc TabneTkut POXEBOro KONBORY 3 YePBOHYBaTMM
BIATIHKOM, 3 BKPanneHHAMM, 3 MAOCKCKD
NOEEPXHEI0, 3 PUCKOIO | Packolo, 3i CMaKoM ManuHy Bignosigae
InenTudikauia

AeKBaniHi xnopua Ha xpomatorpami sunpo6osygasoro posuuny (b),
OTPUMaHIRA y po3agini "KinbkicHe susHaveHHs",
HaC YTPMMYBAHHA NiKa JleKBaniHilo xnopuiy mae
cniBnafarin 3 Yacom YTPUMYBaHHA Nika AeKsaniHio

XTOPUAY Ha XpPOMaTorpami posunHy nopisHaHHA (b)

3 ToyHicTiIO £ 2 % Bigpnosigae
nisouymMmy rigpoxnopug Akicra peakuin Bipnoeinae
BapeHMK 3aniza (I} okeup fiKicHa peaxuia Bianosigae

CepegHa maca Bin 0,713 r no 0,788 r 0,752 r
Po3naganHa He 6inbwe 30 xs 15 x8
OpnHopigHicTb f030BAHNIX OAVHIILEB
Nizouumy rippoxnopig Mae BUTpUMYyBaT BUMOTM Bignosinae
Heksaninino xnopwg Viag BUTRUMYBATY BUMOrK Bignoeigae
MPepmeHTaTMBHA Aist Mae Bignosigatv BUMOram BianoBigae
MikpoG6ionoriyHa uncrora
3arantHe YiCno aepobHmMx Kputepii npuiaHaTHocr] 100 KYO/r
MmikpoopraHizmis (TAMC) * *
3aranbHe uMcno ApbKoKoBMX Ta KpuTepiit npuiHaTHocti 10 KYO/r
nnicHAsux rpnbis (TYMC) * *
Staphylococus aureus * BigcytHictb B 17 *
Pseudomonas aeruginosa * BigcytHictb B 17 *
Kinbkicne BnaHaveHhs
N30UKMY Tigpoxnopug Bin 9,0 mr o 12,0 mr, B nepepaxysamHi Ha
Cepmuchikam nidnucaro esekmpoHHUM nidnucom ID 040000119065
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Ten. (044) 498-87-87, TenJtbaxc (044) 239-19-38, TenSdaxe (044)49689-42, Ten. (044} 485-26-57 (WinoaoGasc)

cepefiHio Macy ofHiel TabneTku 10,8 mriTat
[leKBanitio xnopug Big 0,225 mr po 0,275 mr, B nepepaxyBaHHi Ha
cepeHo Macy ofxiel Tabnetkm 0,248 mrfrat
YnakoBxa Mae signosigaTy BuMoram Bipnosipae
MapkyBaHHs Mae sinnosigati sumoram Bignosigae
Tepmid npupaTHOCTi: 2 poku Ho 11.2026

Ymogru 36epiranna:  36epirath npu Temneparypi He Buwe 25 °C
Komenrapi:

*Ha nigcrasi nepioguuHore xekrponio, Mpote Mu nigreepxyemo BignosifHicTb garol cepii suimoram HJ
2anaea npo ceprudikaviio:

Uum a sacsiguyio, wo svuieBkasada iHpopmalia € goctosipHolo | TouHoka. L cepio MpoByKUil byno supobreHo (BKNvaloun
YNakoBKY/MAapKyBaHHsA) Ta NPOBEAEHUA KOHTPOnb 1i AKOCTE Ha HUpkYeBKaszaHiit AiNbHWLI B NOBHIKA BianosigHocT Ao sumor GMP,
BCTAHOBNEHWUX MICLIEBIM PETYNATOPHIM OPraHoM, a TakoX Y BignoBigHOCTI 13 cneumdikauismm, AKi 3Haxo[aTHCA Y peecTpauinHomy
Aocbe/roproeol niuexsil. Mporokonu BMpoBbHNLTEA, NaKkysaHHA Ta aHanisie Gynu nepesipexi Ta BcTaHoBNeHa BianoBigHicTE GMP.

Joseonexo po peanizauii / 5o BigEaHTAKEHHA
YriosHoBaxeHa ocoba — MNposigHnii IMxeHep BCTaBM Apemenko B.B.

06.12.2024
EMntD VGt won
identificat:an coge
00484198

BupobHrya gincHuLa:

YKPATHA, 04080 m. Kuis-80, syn. Kupuniecbka, 74; MiyeHsis Ha enpobrmuTse AE Ne 637430 sig 07.04.2015;
Ceprudikar GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 eig 30.11.2023; GMP/EAEU/KZ/81-01-24 Big
156.12.2023; 530-10/24-06/02 sip 02.09.2024

KoHTponk akocti Ta Bugaua Aoseony Ha peanizayiio:

YKPATHA, 04080 m. Kuiz-80, Byn. Kupunisceka, 74; Caigourao npo atectauiio Ne 390 sig 22.01.2019

Cepmutbikam nidnucaHo enekmpoHHumM nidnucom 1D 040000119085 Crop.2 32
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Ten. (044) 426-87-87, Ten fpaxc (044) 239-19-38, Tensdaxe (044)49689-42, Ten, (044) 485-26-57 {uinonoGoao)

Ceptudikar akocri N2 040000117251

Jlizak®, TabneTkn AnA cMoOKTaHHA 3i cMakom ManuHn, o 10 TabneTok y 6nicrepi, no 2

Bnictepn y navuni

1TABNETKA MICTUTD NI3OLKMY MAPOXNOPULY 10 MI Y [EPEPAXYBAHHI HA CYXY PEUOBUHY, AEKBANIHIO Xnopyay

0,25 M Y NMEPEPAXYBAHHI HA 100% CYXY PEMOBKMHY

Homep cepii: 100824 KpaiHa oTpumysav: YrpaiHa
Kinbkicte npogyxuii: 19.303 Tuc.ynak. N2 PeecTp. noceigyeHHnA: UA/16033/01/01
[ata supobunursa: 08.2024 Tepmin aif peecrp. nocsigueHHa: HeoGMemeHud

AHani3 BUKoHaHwuii no:

MKA 113 po PO NeUA/16033/01/01, 3mitn sin 07.10.2021 p.

HalimeHyBaHHs noKasHuKie

Bumorn AH/(cneyndikanit)

PeaynbTatu BMnpodysaHb

Onnc

IzenTIdikalia

AeKBanirilo xnopuy

nizoummy rigpoxnopung
GapBHuK 3aniza (Ill) okemg
CepegHs maca

Poznapanna

TabneTkn poKkeBoro Konbopy 3 YepBOHYBaTVM
BIATIHKOM, 3 BKPANNEHHAMK, 3 MNOCKO0

NOBEPXHELD, 3 PUCKOI | GackoIo, 3i cMakom ManuHN

Ha xpomatorpami sunpo6oByBaHoro pozunny (b),
oTpUMaHii y pozagini "KinokicHe BuaHaueHHs",

4ac YTpUMyBaHHA Nika nexeanidilo xnopugy mae
cniBnagarti 2 Yacom yTpUMYBaHHA Nika gexsaniHio
XA0PUAY Ha Xpomarorpami posyvuHy nopisHamHa (b)
3 TounicTio £ 2 %

AxicHa peakuis

AkicHa peaxuia

Bia 0,713 r g0 0,788 r

He Ginbwe 30 xB

OpHopigHicTt gosoBaHuX OANHIILD

Tisoumnmy rigpoxnopng
Dexsaninito xnopug
QepmerTaTiBHa Qia
MikpoGionoriyHa uncrora
3aranbHe yncno aepobHnx
mikpoopraHizmis (TAMC) *
3aranbHe yMCno ApPiKOMOBUX Ta
nnicHasux rpudie (TYMC) *
Staphylococus aureus *
Pseudomonas aeruginosa *
KinbxicHe BisHaveHHA

nisoummy rigpoxnopup

Mae BuTpuMyBaTH BUMOT I
Mae surpumysaty BUMOrK

Mae Bignoeigati sumoram

Kputepin npuiinatrocti 100 KYO/r

Kputepih npuithatHocti 10 KYQ/r

BigcytHicre B 1 1

BigcyrHicte B 11

Bia 9,0 mr no 12,0 mr, B NnepepaxysatHi Ha

Bianosifae

Binnosigae
Binnoeigae
Bipnogigae
0,747 r

17 x8

Bignosinae
Bignoeigae

Bignosizae

Cepmudbikam nidnucaHo enekmpoHHUM nidnucom

L0 Of AT

iD 040000117251

br.ok. %«5

o




—_ I

Ten. (044) 496-87-07, Tenfbaxc (044) 239-19-38, TenSdake (044)49689-42, Ten, (044) 485.26-57 (ulnogaGoso)

cepesHio mMacy ofHIel Tabnetku 9,7 mrfrab
OeKBaniHio xnopup Bin 0,225 mr go 0,275 wir, 8 nepepaxyeaHHi Ha
cepefHio macy ofHiei Tabnetkm 0,254 mrfra6
YnakoBxa Mae signoeigaTi sUMoram Binnorigae
MapkyeaHH# Mae signoeigati BUMoram Binnosigae
Tepmin npugaTHocri: 2 pokn Ao 08.2026
Ymoeu sGepiranua:  36epirati npu Temnepatypi He ewle 25 °C

KomeHTrapi:

*Ha nigcragi nepioguyHoro koHTponio. MNpore My NigTBEPXYEMO BIfNOBIAHICTL AaHOT cepii BrMoram HAO
3anea npo ceprudixayio:

Lum A 3aceiguylo, Wo BUlleBka3aHa iHpopmalya € AocTtosipHoto | Touxolo, Hio cepilo npoayKuii 6yno supofineHo (ekmiouaiouu
YNAKOBKY/MapKyBaHHA) Ta NposegeHnil KOHTPOAb 1T AKOCTE HA HUKYEBKasaHIN LinbHuui B NoBHil eignoaigHocTi fo sumor GMP,
BCTAHOBN@HUX MICLEBUM PerynaTopHUM OpraHom, a TakoX y BianosigHocTi i3 cnelygikauiami, AKi 3HAXOAATLCA Y PeccTpaljiiHomy
Aocbe/roprorol ninensii, MpoTokonu BMpabHMLTE], NakyBaHHA Ta aHanizie 6ynu nepesipeni Ta BcraHoBReHa BignosigHicts GMP.

HAossoneno fo peanisayii / go pigsantameHHa
YnopHoBameHa ocoba — MpoigHli iHa#eHep BCraBrll fApemenko B.B.

30.08.2024

wennfiz F)
weahon coge

00481198

Bupo6Huya ginbHuuA:
YKPAIHA, 04080 m. Kuis-80, eyn. Kupuniecbka, 74: TMiyewsia Ha enpobruuTeo AE Ne 637430 sig 07.04.2015;
Ceprudikat GMP Ne045/2022/GMP ein 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEUAKZ/81-01-24 Bia
15.12.2023; UP/I-530-10/21-03/13 Big 28.10.2021

KoHTponb akocTi Ta eupava gossony Ha peanizauio:
YKPAIHA, 04080 m. Kuis-80, ByN. Kupuniscbxa, 74, CeigolTeo npo atecrauiio Ne 390 sig 22.01.2019

Cepmudbikam nidnucaxo enekmponAumM nidnucom D 040000117251 Crop.2 32
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