1 Exeltis

CEPTU®IKAT BIANOBIAHOCTI

HA3BA NPOOYKTY

FTAMHOMAKC

SAP KOO NPOAYKTY

100313

Cyno3uTopii sariHanbHi

TiokoHasoa 100 mr

I PM i
JIKAPCBKA GOPMA Ne7 y Crpwnax Lkl Tarigazon 150 wr
KPATHA IMMNOPTEP Typeuuuna HA3BA KPATHW YKPATHA
CEPIA Ne 200322 SAF SPGB 40000023386
CEPIA Ne
HA3BA KPATHK YKPATHA OATA BUPOGHULITBA 15.10.2020
CTAHOAPTHA NPOLEAYPA DATA 3AKIHYEHHA
BMNPOBYBAHHA FEEha L0 TEPMIHY NPAOATHOCTI T2
Ekcenric lnay Canai e Tigmaper
Axouim WipkreTi
Mposinuis  Tewipaar, paroH
BAPCEHMKTA Yepreskoil, Yepreakoi Opranais -
s EPII 4 ;
HOMEP AILLEH3I Canai benbrece, [laziocmaHnawa POAMIFCER BRIE
Max., 6ynwsap ari, No 19/2,
TypeyyrHa
Niuensia Ne: 2012/07
PEECTPALIIVIHE
NOCBIAMERHA Ne UA/15953/01/01 CEPTHU®IRAT HBI1 Ne 078/2017/GMP
[MoKa3HnKK Honyctumi mexi PesyabTaTH
St AR MAackuid cynosuTopii 8ig Binoro A0 OBTYBATOro KOALCPY, BT
3 rN3a4eHbKOKs NOBEPXHE.
CepepgHa maca 2500 mr + % 5 {2375 mr — 2625 mr) 2500 mr
s o %5 (2/20) X .
QOaHOPpigHICTE Macy +3% 10 (0/20) Bignosinae
PosnagakHa He Binblwe 60 xs. 7 x8,
BunpobysarHa Ha 3abapBAeHWiA PO3YMH HE NOBKMHEH NPCHWKATH Yepe3 YNakosky, i g
NPOHUKHICTE O A0CAIAMYETLCA. s
¥ po3aini «KinbricHe BM3HaYEHHA » YaC YTPUMYBaHHA OCHOBHUX MIKIB,
laeHTHdikayia OTPUMaHKWX 3 PO3YMHIB 3pa3Ka, NOBUHEH ByTu aHaNoTI4KMM Yacy Bianosinae
YTPWUMYBaKHA OTHOBHWX MiKiS, OTPUMAHMX i3 CTAHAAPTHWX PO3HUKIB.
TR 95 % — 105 % 101 %
IRSEasRn 95,0 - 105,0 mr 101,3 mr
KinekicHe BM3HAYeHHA
TaninEsss 95 % —105 % 59 %
A 142,5 — 157,5 mr 148,2 wr

3ansa npo ceptmdikauin

sumoram GMP.

LM niaTBe pAMKYIo, WO BULLEBMKAAAEHE IHYOPMALLIA 3BTEHTHYHA i sipHa. [laHa cepis npenapaty
supobnena (BKMIOHAKOYM YNEKOBKY / MapKRyBaHHA Ta KOHTPO/b AKOCTI) BMLLEBKA3aHMWM
BUPOBHUKOM Y NOBHIN BiANOBIAROCTI 3 BUMOrami GMP NOKaALHOTO PeryiaTOpHOro opraky 1a A0
3aTBEpAMEHNX Cneupdikailif 4o peecTPaLifHOro Nocsig4eHHs KpaiHu-imnoprepa. [lokymeHTauis
3 supoBHULTBa Ccepii, NakyBaHHA Ta TECTyBaHHA nepesipeHa, Ta BCTaHOBNEH3 1T BIANOBIAHICTL

NEPEBIPEHO

KOHTPO/b AKOCTI
3ATBEPKEHO

KOHTPOANb 3ABE3MNEYEHHA
AKOCTI 3ATBEPAEHC

BMCHOBOK

[linek baxtiap
KoopawuHaTtop no
AokymenTauii Ta Tpascdepy
/nignwc/
02.11.2020

bipkan AimaH
HavyanbHwWK Bigainy
KOHTPONH AKOCTI
/niannc/
02.11.2020

Alizens Kaneni
YnoeHosaeHa occoba
3 3abeanevdeHHA AKOCTI

/nignnc/
03.11.2020

JATBEPMKEHO ]

//SQBOPOHEHO d

@4,
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CEPTU®IKAT BIZNOBIAHOCTI

HA3BA MPOAYKTY

FAMHOMAKC

SAP KO, MPOJIYKTY

100313

NIKAPCBKA ®OPMA

CynoauTopii BariHanbHi
Na7 y crpunax

cuna ann

TiokoHazon 100 mr
TvHigasca 150 mr

KPATHA IMNOPTEP Typeyuuna HA3BA KPATHW YKPATHA
CEPIA Ne 200322 SAP KOHTRO/TBRA 40000023386
CEPIA Ne
HA3BA KPATHU YKPATHA OATA BUPOBHULTBA 15.10.2020
CTAHOAPTHA NMPOLUEAYPA OATA 3AKIHYEHHA
.CM. i
BHUNPOBYBAHHA FP.CM.0300 TEPMIHY NPUAATHOCTI 192022
Ekcentic lhauy Canai e Tigraper
Anonim UiprerTi
MpoBIHUiA Texripaar, palioH
BUPOBHUK TA Yepreskeil, Yepkeskoi OpraHaiis =
. PO CEPI 6948 yn.
HOMEP NILEH3I Canai benerece, lasiocmannawa AIMIPEER] 948 yn
Max, Gyneeap ati, Ne 15/2,
TypeuunHa
Niuewsia Ne: 2012/07
PEECTPALIAHE
[OCBIAYERHS Ne UA/155853/01/01 CEPTU®IKAT HBIM Ne 078/2017/GMP
MoKa3HWKK Oonyctumi mexi PesyabTaTth
Aomiwka A He Binbwe % 0,2 He BuasneHo
Aomiwka B He Binbwe % 0,2 He BuaBneHo
TiokoHazoNn
Aomiwra C He Biablwe % 0,2 He BraAsAgHO
Aomillkn 3ara/bHa KinsKicTe AoMIlWOK te Ginbwe % 0,6 He BusBneHo
Homiwka A He Binbwe % 0,2 He BuaBneHo
Turigason Lomiuika B He Binswe % 0,2 Hukue nimity
3aranbHa KinbKiCTb AOMILIOK He Binbwe % 0,4 Hux4e nimity

MixpoBionoriuHa 4ucToTa

3aranbHa KiAbKICTb

rpubis

; 5 He Biabwe 100 KYG/r <100 KYO/r
aepobHux mixpoopraHiamie
3aranbHa RiNLKICTb
APIHAMOBUX Ta NAICHABUX He Binswe 100 KYO/r < 10 RKYO/r

Staphylococcus aureus

BiACYTHICTo B 1T

He BUABAEHO/T

Pseudomonas
aeruginosa

BlACYyTHICTL 8 1T

He BUABNEHO/T

Candida albicans

BigcyTHicTo B 1T

He BUABAGHO/T

KoHTpoAb NakyBaHHA 7 cynoauTtopile y cTpuni & KapTOHHIN KopoBui. Bignosiaae
KOHTPONb AKOCTI KOHTPOAb 3ABE3MNEYEHHA
NEPE 0 CHOBOK
EPEDIRER 3ATBEPAXKEHO AKOCTI 3ATBEPAHEHO BY

Ainek Baxtiap
KocpauHaTop no

/nianuc/
02.11.2020

AOKRymMenTaLji Ta TpaHcdepy

BipKaH AmaH
HauanbHuk sigainy
KOHTPOJIIO RKOCTI
/mianuc/
02.11.2020

Aizens Kaneni
YrosHoBaxeHa ocoba
3 3abesneydeHHA AKCCTI

/mignue/
03.11.2020

3ATBEP/KEHO 4

3ABOPOHEHC UJ
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JIEPXUIIKCJTYKBA
NEPKABHA CJIYIKBA 3 JIKAPCHLKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJACTI

npocnekT Banepia Jlo6anoeebkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Koa €JIPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B Y KpaiHy JiKapcbKoro 3acody

05.02.2021 Ne 3357/21/10

FAMHOMAKC

(HafiMeHyBaHHA NiKapcLKOro 3acofy 3rifHoO 3 peecTpaliiftHUM NOCBIAYEHHAM)
cynosuropil Barinajbai, 100 mr/150 mr no 7 cyno3uropiiB y ¢cTpunax B KaproHHiii kopooui

(thopma BHIYCKY, 103YBAHHA, BHJI NAKYBAHHS JIKAPCbKOTo 3aco0y)

Howmep peectpauiiinoro nocsinuenns UA/15953/01/01 crpok aii peectpauiiinoro nocsinuenns 13.05.2022

Cepis aikapebkoro 3acody Ne 200322 KinskicTs BBe3€HOrO nikapebkoro 3acody 1200
BupobHuk Excenric Inau Canai Be Timkaper Anonim Ilipkeri, Typeuunna

(HaliMeHyBaHHA BHPOGHHKA NiKapchKoro 3acoly, KpaiHa NOXOIKEeHH:)

Beeseno 8 Ykpainy ChinbHe yKpaiHCBbKO0-€CTOHCHbKE MANPHEMETBO Y dopmi ToBapHCTBA
3 oOmeskeHo10 BixnosinaabnicTio "Onrima-®apm, JITHA", inent. kon:
21642228

(nalimenysanus Ta ko 3a €JIPTIOY 1opuanusol ocoGu abo npizsuule, iM'a, no Garbkosi (pisuunol
0co0H - nianpuemus, 1 MicUe NPOXMBAHHA Ta peccTpauiiinuii Homep 0611KOBOT KapTKH NAATHHEKA
nozaatkis abo cepis Ta HOMEp nacnopra)

Mpotokoa Bisyaasnoro koutposio sia 29.01.2021 Ne 0223/1.

3a pesynbTaTaMM  A€PKABHOrO  KOHTPONIO BCTAHOBNEHO, 1MO nikapcekuit 3aci® seeseHo B VkpaiHy 3

JOTPHMAHHSAM BUMOT 3aKOHOJABCTBA 1O/10 3a0€3NeYeHHA BKOCTI NiKapCbknX 3aco0iB.
% Onexkciit COJIOJIPAIA
\Mﬂc} (iviuiaau Ta npiseuLe)
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