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CEPTH®IKAT AKOCTI

QC 82-01
HA3BA I'miuuH
JIKAPCBKA ®OPMA Tabneriy cybainrsanehi no 100 mr
CUJA 111/ AKTUBHICTD | TaBneTxa cyGninrpansha Micrurs 100,0 Mr riumpy

[To 50 Tabnerox cybninTeamewmx y Gmicrepi. o 1 Gnicrepy
PO3MIP I TUII YHTAKOBKH pasoM 3 {HCTPYKLUIEK 3 MEIMYHOro 3acTOCYBAHHA Y navul 3
KapTOHY 3 MAPKYBAHHAIM YKpPalHCEKOKO MOBOO

Homep cepii ykazaHo Ba nepBuHRIH ynaxkosni - 1642501

CERL Homep cepii ykazaHo Ha BTOpuHHIH ynakosmi —1642501A
JATA BAPOGHHIITBA 03.07.2025
JATA TEPENNIAKYBAHHS 03.04.2026
TIPUJATHHIL JO 07.2028

Y MK# 13 zo peectpaniiinoro mocsiguekus Ne UA/14604/01/01
AHAJII3 BAKOHAHO 30 Sk 31 aMinomo Big Hakazy Nel34 mig 26.01.2021p.
PO3MIP CEPIi 1914 ynakosox

i BrupobneHo, sxniovuaiog KorTpois gkocri TOB «ApniMeny 3a
HA3BA, AJIPECA 1 HOMEPH agpecoro: PecrtyOnika Bipmeris, KoTaiikcrka o6i., M. AGoRaH,
4

JIUEH31 BCIX YYACHHKIB 2 Mkp- Oymurok 19

Ten.: 374 (222) 21703, 21740;
BUPORHATITBA L ninensis na supotauuTRe K-XX-000651

KOWTPOOAKOCTT Ilepenakorano Ha TOB «AIPODAPM», 08202, Kuiscexa
obnacts, M. Tpmins, 8yn. lenTpansha, 113-a
ninenzis Ha BupoGHuUTRO cepis AENel 93882

3EEPITAHHS 3§ep:.1ra'_m B OpATIHAIBHIM YUAKOBUI B OHCILOCTYHHOM}( ans
nireit Micui opy Temnepatypi He Buie 25 °C

CEPTURIKAT GMP 003/2021/GMP

HOMEP PEECTPALIHHOTO . ;

TIOCBIZYEHHS B YKPATH (¢ UA/M6040LOL 757 st N

JOKY MEHTIB
TEPMIH Al Be3cTpokoBo
PEECTPAINIAOIQ

NOCBIAYEHHSI HA BCIH




TEPHTOPII YKPATHN

HAWMEHYBAHHS BUMOT'A HOPMATHBHO! PE3VJBTAT
IMOKAZHHKA JOKYMEHTAI AHAJI3Y

Onue Tabnerxu 6iN0T0 KONBOPY 3 (DACKOI0 Ta PHCKOIO Bimgrobinae
Cepennz Maca Tabaercn | 110.0 Mr+7.5% 113

(Bin 101.75 Mr_go 118.25 M)
OnnopinnicTs MacH 3 20 Tabnetox He Ginmpmie xBoX inaMBigyampHuX | 20/20 - +7.5%

Mac MOXYTh BUDXMIATHCA BiZ cepemHbn] MacH

Gimem Hi®x Ha  +7.5%, npu oMy MoxHa

iHIMEBIgyalkHA Maca He NOBMHHA BiIXHIATHCH Bin

cepenuni Mack Oinein Hix Ha =1 5%.
Poanaganns He mermre 10 xs i He Sinsie 30 xa 14-16 x»
CTHpaRicTE He 6imenre 1% 0.2%
InenTndixania 1.0cuHOBHA IUBIMa HA xpoMarorpami | Bizmosinae

sunmpobysaHoro posyury (b), orpumama npH

BunpoOyBaHHI HA CTOPOHHI  NOMIlKM, MaE

BiAMOBIZATH 32 po3MipoM Ta KONsOpoM i OyTH Ha

ONHOMY PpiBHI 3 OCHOBHOK IUISMOI0 Ha

XpOMaTOrpaMi po3dMHy mopisHAHEA (a).

2 . Konnoposa peaxmiis. Bianosinae
Croponni goMimxa Byns-axa nomimika He 6insmre 0.5% <0.5%
OnmopianicTh L1=15.0; L2=25.0 98-104%
JO30BAHHX DAHHNIE
Mikpoblonoriuna 3aranpHe YHCAO acpoOHHX — MIKpoopraHisMiB
HJHCTOTA {TAMC) - pe 6impme 10* KYO/r, 3araishe gucno | 50 KYO/r

ApixmxoBux Ta nsinesdx rpubie (TYMC) - ne

6impme 10' KVO/T; <10 KVO/ir

Staphylococcus aureus ta Pseudomonas aeruginosa

nopukui Oy BigcyTHiB I T Bincytaicts /v
Kinswicae pranagenas | He merme 95,0 mr i pe 6inmsme 105,0 Mr 102.0 mr

KOMEHTAPI: 36epirati B opuriHaibHil ynakosui y Hepoc
TeMIeparypi Be Bue 25 °C

npodykyii Oyna eupobaeHa (BRAIOYAIONY YNAKOBKY/MAPKYSaHHA] M
axocmi Ha ewwesasHauenid Oinanyl y nosuit eionogioHocmi eumoza=GHP, ¢
pezyasmoprum opzanom Vipainu, a maxoxc 8ionosiono 0o cneyudgbixayit, aki micmameca y
peecmpayitinomy oocve. Ilpomoxonu eupobruymea, ynakoska ma ananizu 6yru nepezranymi i
scmanoenero sionosionicme GMP.
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CEPTH®IKAT AKOCTI

QC 82-01
HA3BA | Ininwmn
JIKAPCBKA ®OPMA Tabnerk# cybainrsamsui no 100 mr
CHJIA JI1i / AKTUBHICTDH 1 Tabnerxa cybninreansua mMictars 100,0 Mr rriny

[To 50 tabnerox cybminrRanmsudx y Omicrepi. ITo 1 Gmictepy
PO3MIP T THIT YITAKOBKHA Pa30M 3 IHCTPYKIEIO 3 MENWYHOro 3aCTOCYBAHHA Y MAYUi 3
KapTOHY 3 MapKyBaHHAM YKpPalHCEKOI MOBOK

Howmep cepii yxazaHo Ha nepaunHili ynakosui - 1642502

CEEL X Homep cepii ykazano Ha BTopuHHIA ynaxkopui —1642502A
JATA BUPOBHULITBA 03.07.2025
JATA IIEPENIAKYBAHHSA 03.04.2026
TIPHAATHHI 10 07.2028

BAI MKS JI3 no peccrpauiiitoro moceingenus Ne UA/14604/01/01
Qa SBUEOHAROSILIHO S 31 amiHo10 Big Hakasy Nel34 gin 26.01.2021p.
PO3MIP CEPIL 1913 ynaxosok

Bupofero, BrmoyalTe koHTPoNk skocti TOB «Apnimem 32
anpecoie: Pecrrybrixa Bipmenis, KoTajixceka 06i., M. AGosaH,
2-#t Mxp., 6yannok 19

Ten.: 374 (222) 21703, 21740

ninexsis Ha BupobHuuTBo K-XX-00065]

Mepenakopawo Ha TOB «ATPODAPM», 08202, Kuiscpka
obnacrs, M. Ipmins, Byn. HeATpanexa, 113-2

niuensin va BUpodHuTRO cepis AENe193882

HA3BA, AJPECA I HOMEPH
JINEH3I BCIX YUACHMKIB
BUPOEHULITBA TA
KOHTPOJIIO AKOCTI

30epiraTH B OPHTIHANGHIM YIAKOBII B HENOCTYNHOMY MM

3BEPITA HiTed Micui npu TemMuepaTypi ve Buue 25 °C
CEPTH®DIKAT GMP 003/2021/GMP

HOMEP PEECTPALIAHOTIO

NIOCBIMYEHHS B YKPATHI Ne UA/14604/01/01

TEPMIH NIT Be3cTpoKoBo

PEECTPALIHOTO

MOCBIAYEHHA HA BCIA
TEPUTOPII YKPAIHU




HAMMEHYBAHHS BUMOI'Yl HOPMATHABHOL PE3VJIBTAT
MMOKAZHHUKA JOKYMEHTALIT AHAJII3Y

Onue Tabnerkn 6110TO KOTEOPY 3 (HACKOIO TA PHCKOIO BianoBigac
Cepenns maca Ta0aerxn | 110.0 Mmr+7.5% 113

{pin 101.75 mMr no 118.25 mr)
OauopigHicTh Macn 3 20 rabnerox He Ginmsme nBox imameiayamsHux | 20/20-+7.5%

MaC MOXCYThH BIOXWIATHCA Bifl CEpPeAHBO] MacH

Ginem Hik Ha  £7.5%, npu ueoMy XkojHa

iHIMBiOYaTkHA Maca He NOBHHHA BiIXHIATHCSH Bil

cepenbol MacH Oier Hik Ha +15%.
Poanagauus He menme 10 x8 i He 6insine 30 x8 14-16 xn
Crupanicrs He 6inbme 1% : 0.2%
Inenmndixauin 1.0cHopHA nnsMa Ha xpoMmartorpami | Binnoeinae

Bunpobyeanore posdywny (b), oTpumana TipH

BHOpoOYBAHHI Ha CTOpPOHHI AOMIIIKA, Mae

BIANOBLAATH 3a PO3MIPOM Ta KONhopoM 1 O6yTA Ha

OFHOMY PiBHi 3 OCHOBHOW  I[UIAMOI)  Ha

XPOMATOTPaMi POIIMHY MOPIBHAHHE (3).

2 . Konvoposa peaxuia. Bignosigae
CroponHi pomMilrke Byae-axa noMinka He Ginpme 0.5% <().5%
OnmopinnicTs L1=15.0; L2=25.0 98-104%
AO30BAHKMX OAMAHIL
Mixkpodionorisna JaragbHe 49MCOO  aepobHUX  MIKpoOpTraHi3MiB
YRCTOTA {TAMC) — ue 6inpmre 107 KYO/T, saransse aucno | 50 KYO/r

apixmxoswx Ta usiaesux rpubie (TYMC) — me

6inswe 10 KYO/r; . | <10 KYO/iIr

Staphylococcus aureus Ta Psendomonas aeruginosa

moBHiHi DyTH BiAcyTHIR 1 T BigcyTHicTs /1
Kinnkicne susHavenns | He menme 95,0 mr i ve Oinpiue 105,0 mr 102.0 Mr

BHCHOBOK: Biguosinpae BmMoram MKS JI3 1o peecrpauiiinoro mnocBigdeHHS

UA/14604/01/01 31 sminoro no Haxasy Nel34 sig 26.01.2021p.

KOMEHTAPI: 36epirary B opuriHanbHlif ynakoBui Yy HEAOCTYIHOMY IS OiTeH MICi mpu

TeMneparypi He Bume 25 °C

Lum s 3aceiduyro, wo suwjezanadena inopmayia € 00CHags
RpOOYXRYIl 6YNG 6UPOOAEHA (GRIIOHAIOYU YNAKOSKY/MapKh

Axocmi Ha euwesasnavenii Oisinyl v nosHiit gionogio
PezVIAMOpHYUM opzanom YKpaiuu, a maxodic eionogioH
peecmpayiiinomy docve. Ilponmokonu eupobruymea, ynay,
acmanoéneno gionogionicme GMP.
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