Onuopiguicts sMmieTy Crapis L. [TpenapaT paTpuMye BHIIPOGYBAHNA HA OXHOPIAHICTS BMICTY, Axto  |Bixnosinae
(MET MOMeTaI0HY GYpoaTy/no3y) OIHH pe3ynkTar i3 10 3HaXOAMTECA 22 MekaME 37,5 - 62,5 mMxr/nosy (75% -
(BEPX) 125% Bif KiTEKOCTI, 3asBTeHOT Ha eTHKETUI) | KONCH 3 Pe3YNETATIE He
BHXONMTS 32 Meki 32,5 - 67,5 Mer/no3y (65% - 135% Bix kinskocTi, 3asBaeHOL
Ha eTHKETL), i cepenmiii peaynbTar 3 10 Bu3HATeHD SHAXOAUTECH B iMTEpBAT
42,5 - 57,5 mxr/nosy (85%-115% Bin KinBKoCTi, 3a4BNSHOL HA €THKETII).
Cragin II. Axmo gea 660 TpH pesyLTATH JHAXOAATRCH 34 MexKaMu 37,5 - 62,5
MEr/fosy (75% - 125% Bia KUIBKOCTI, 3a4BNCHOL HA €TUXETIIL) | XOAEH 3
pesynbLTATIA He BUXOAMTE 32 Mexi 32,5 - 67,5 mxr/aosy (65% - 135% sin
KUIEKOCTI, 3asaneHol HA eTHReTH), i/fabo cepenuilt pesynsraT 3 10 BUsHaUCHE
IHAXOAUTLCA 33 MeXaMn inrepsany 42,5 - 57,5 Mr/noay (85%-115% bix
KiNBKOCTI, 3aABIeHol Ha ETHKSTHI), TO NPOBOASTE BUMPoOYBanHa me 20
oauuue npenapary. [Ipenapar BUTPUMYE BUIPOOYBAHHA KA OJHOPITHICTD
BMICTY, SKIU0 He GUIBIIE TPHOX PESYARTATIR 3 30 3HAXOAATECA 1038 MEXKAMH
37,5 - 62,5 mxr/nosy (75% - 125% Bia kinskocTi, 3agenenol Ha eTHreTui) i
SKOJCH 3 PE3yILTATIB He BHXOMUTS 3a Mexd 32,5 - 67,5 mxr/moy (65% - 135%
Bij KiITLKOCT, 3a9BTeHO] HA eTHKETHI), i cepeaHilf pesynaeTar 3 30 BM3IAAYCHL
IHAXOANTECA B inTeprai 42,5 - 57,5 Mir/nozy (85%-115% eint kinbkocTi,
3aaBneHOl Ha €THKETIL).

Cepeaun Maca ogniei Jozn

(B&I‘OBH]‘:I M&‘I‘O}l) 85,0 - 115 M 102,0 MT
Mixpofionorinna 9acrora:

TAMC (*) Jaransna kinsxicTs acpobHIX Garcrepii ne Gimme 10° KYO/mn <10
Mixpofiionoriuaa wAcToTa:

TYMC (%) 3aransia KiTEKICTE CpHGiB He Ginsme 10' KYO/M™Mn <10
Mikpofiororiuaa wacTOTA: Bincytni
Pseudomonas acruginosa (*) Bigcyrsi B | m

Mikpobioaeriuna uacrora: Bincyrhi
Staphylococeus aureus BigcyTsi s 1 M1

MixpoBionoriuma umcroTa: Bigcymi

TOMNEPRHTHI /10 XOBYi TPAMHEraTMBH  |TonepanTHi 0 %0BYi rpaMEeraTueni GakTepil BizcyTsHi B 1 M
Gaxrepii

KomenTapi: Bizcrysi.
(*) Bianoninae BuMoram €sponeficbkol PapMaxomei,

Hassa ainersit, BigmosigansHot 32 BUPOGHANTEO/NEPBHHEE Ta BTOPHHEE MAKYBAHES /KOHTPOIE SKOCTL/BUIyck cepii: Lllepinr-Tinay
Jla6o H.B. emeasio g
Afipeca iNbHKL, BiANOBLIANBHOI 38 BHDOGHHITRO/IEPBUHHEE TA BTOPHHHE MAKYBAHAY/ SHrpons nmc'm' rﬁ;;
Xefter-on-nen-Bepr, 2220, Bensrin - S \ 2\
. . u}h\\‘THIH ‘9
Jhinernin Ne 304 H
E
+ * . . C‘ { : {
[um = 3acBiIHyI0, IO BHINEBKA3aHa iRdopMaIia € qocToBipHOto i ToTHOW0. Mana defils npo,nym‘y yﬁ‘a mpoﬁJ;Qﬂ
YHAKOBKY / MAPKYRAHHR TA KOHTPO/IE NKOCTI HA BHUIE3raaanii BupobHumif it Hui 0pTi 3 BMoramu GMP,
BCTAHOBISHHMH MICIIERHM PETYIATOPHHM OPTaHOM, a TAKoX 3rigso cnenudikanii, THTLEA B DRES P ' fomy nocee. [TpoToxonu
pEPOBHUIITA, YIIAKGRKH T2 KOHTPOMIO SKOCTI IEPETIAHYTC i BCTAHOWICHO 1X BiNmopiHRIw prltoran G_MP?’"

cepii: Inmycrpienapk 30,

BKJTIOYAKYIH

¥YnopHoBaxena ocofa/ Binmosinancuait npomucionnil papmanent
Inrpia ne Koxk
Trzpio de Kox /nionuc/

HAara pEnycky cepii: 13.09.2023

Hata ninoacy: 14.09.2023




-4 ORGANON

Ieplur-Iinay Ja6o H.B., Bennrin
Inpyerpienapy 30, Xefier-on-gen-Bepr, 2220, Benprix
Tem. +32 15 258711

CEPTH®IKAT AKOCTI CEPII TIKAPCBKOT'O 3ACOBY

Haisa
dopmMa BHAYCKY

HolysaHag
Vnakoera

Cepin

Kinskicrs y cepii

HJaTa sapobHRNTBA

Jara 3axinuenns Tepminy
OpHIATHOCTI

Kpaina sapobaaka
Peccrpaniiine nocgiguenas
Hazsa Bupodnnka, sianosizaasHoro
aa BHnyck cepli

Ajpeca

Jlinensin Ha supobuunTRO Nb

HA3IOHEKC®, cipeii HazaabuHii, mojoranuii, 50 mxr/nozy

cnpeii

0,5 Mr/r MomeTrazory §ypoarty (Monoriapaty)

no 18 r, 140 703 (50 Mxr/no3y) y dunaxoni; oo 1 daaxony e kapronniii
Kopobni

Al02328

35600 ynakorok

08.2023

08.2026

Benrris
Ne UA/7491/01/01

Mlepiar-Ilnay Jafdo H.B.

Tupycrpicnapk 30, Xeiicr-on-gen-Bepr, 2220, Beakris
304H

Pe3yasTaT NpoBeAeHAS aHALIZY AKocTi Jikapcskors 3acoly sinmosiano go MEKA PII Ne UA/7491/01/01

Iokasauka sxocti BumMoru PES}'.TH:"I‘HTII
aHanizy
Onnc (BisvansHo) Binoro abo maiixe Ginoro xoxeopy Hemposopa cycneHais Bianosinae
pH (%) 43-49 46
MiniManesne HamoBHenns (*) BuicT xoxHOTO duakoHy: He MeHUIe 10 I (I HOMIHANBHOTO HAOBHEHHA Binnosinae
10 1), He MeHme 18 r (11 HOMiHATEHOTO HanoRHeRH: 18 1)
{KonTpons Moxe 6yTH npoBeOcHHi B Tpoleci BHPOOGHHITIBa)
InenTrdirauis Momeraszony ¢ypoar |CriBBiZHOLICHHA YACIE YTPHUMYBAHHA OCHOBEHX IIKIB HA XPOMATOIPAMAX Bixnosizae
(BEPX) EunpoGoByBAHOrC | CTAHAAPTHOrO po3YHEIR Mac GyTH B Mexkax 0,98-1,02
Lreuradivanis Momerasony ¢pypoar | XpoMarorpama BunpoGyRraHOTO POTHHY MICTHTS IUIAMY, LIO BiZNOBiAac Biznoeinae
(TILX) XpOMaTOIpaMi pOIIHHY CTAHZEPTY
Tnenrudircanin Bensamonio xnopun |COiBBIHONIEHHA YaciB YTPHMYBAHHA OCHOBEHX WiKiB romonorie Ci2i Ci4va  |Binnowinae
(BEPX) xpoma’m
Kinukicne suanagenus i TIB \3
Mownerazony $ypoar (BEPX) ,i' Sbg\mrfr % v fﬁé % i 3aXBICHOT KiTBKOCTI) 0,504 mr/r
KinnkicHe BH3HATEHHS
Bemsankowito xtopua (BEPX) 0,195 mrir

QGQ»( 0, 2§Mﬂ; (9;% - 1LY hJ)n 3a4BIEHOI KiNBKOCT)




AEPIRABHA CJIYIKBA 3 JIIKA SCERITX 3ACOBIB TA ROHTPOJHO 3A
HAPKOTAKAMHA
¥ AHIAPOIETPOBCEKIA OBJACTI
Ininpe, wi.CobapHa b, X. 601605, 49008, ey, (066)3454171
E-mail: dls,dp@dis.gov.ue, Kon €HPIIOY 37070665

RACHOROK
PO fKicFL BReACHOPE & Ry aikapenIora 3aco0y

09.11.2023 Ne 56898/23/0411

# H§ %‘ gﬂ@
Fam ey ':. o - s P R et T M T A TN AL At A ]
R ANy BANAA MKAPCEIOT o SACaUy 3riH Pt paLARAM TIOGHIAVIGHILIM)

cupeil HazaIbHAH, Ro30BaHMil, 50 MKF/103Y, 1O 18 r (140 go3) cycrnensii y M0J1ieTHICHOBOMY
duiaicoHi 3 JO3YI0UHM HACOCOM-PO3NHAII0BAYEM, 3AKPATHM KOBHATIOM; X0 1 paaxony y
KapToHHiil Kopooui
(hopma BHITYCKY, AO3YBAHHA, BUA HAKYBAHHA nixapcpkoro 3acofy)

Homep peecTPAIHIHOFG NACBIAMCHEN UA/7491/01/01 crpox ajf peecTpauiifHORO NOCRIAUEHHT 01.01,2099

Copin aixapeskoro 3agaby Ne Al102328 ISinsiioTs RBE3GHOFQ ikaperKoro 3acoly 7800

Brpabims - Hleping-tlagy Tla6o H.B., Bennris e

{HaliMeHy BAHHA BHPOOHUKA NKAPCHKOro 38600y, KpalRa DOXOLKEHHS)

Breseno B YKpaiy ToBapueTBO 3 06MENEHOIO gignoinaneaierio "BaJAM", inent. wom
31816235
(HaliMeHyBAHHA T4 KO 33 €HPIIOY 1opHyEtHOi ocoOn abo npissumg, iM's, 7O OaTEKOBI
disusmoi ocofn - ninnpuemud, 1 micile IPOIKUBAHHA TA peectpanilinuii HoMep qBnixopoi
KAPTKH TUIATHAKA 1100aTKiB 460 cepis Ta HOMep TIacTIOPTR)

HpoToKNT BisyANBHOFO KOHTPOKIO pin 08.11,2023 Ne 07-01/3186/8,

Sp peayiRTATAMH JSRERHQIR KORTROMG BETRHORSHO. A nikapceknif dacif Bpelere B Ykpalmy 3
AOTPUMAHHAM BIMOr 32KOHO/ABCTBA 1100 3a6e3neYeHHA AKOCTI JNIKAPCHKAX 3acobiB,

. 0. HaganshauKka Jepk 1 cIyIKOn
B R SR
P ; P A v vr 111187 WMapiss BPE3IIBKA

HAPKOTHKAMH Y TTHinpomeTpOBChKiH
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JEPKIIIKCAVIKEA
AEPKABHA CIYKBA 3 JIKAPCBKHUX 3ACOEBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH Y KMIBCBLKIIT OBJIACTI

npocnexT Banepis Jlo6anoecrkoro, 5 I, m. Kuis, 03110, Ten/fake: (044) 363-06-50
E-mail: dls.ko@dls. gov.ua,https://www.dls.cov ua. Kon €QIPTIOY 37078774

BHCHOBOK

Hpo SIKiCTh BBe3eHOro B Ykpainy aikapeskoro 3acoby

05.03.2021 Ne 9020/21/10

HA3OHEKC®
(naitvenyBanmy TKAPCEKOIo 33C00Y 3raHO 3 PeceTpanifiniog noceinaensm)

CTpel HazaILHHI, A030BaHHH, 50 MKr/N03y: Mo 18 (140 no3) cyenensii Y modieTaigenosomy
h1akoni 2 no3y0unm HacocoM-posnmoBadem, 3AKPHTHM KOBIIAYKOM, 110 1 paaxony y
KapToHHi#H Kopodni

(opma smmycxy, AIO3YBAHHA, BUJ NTaKyBaHHs TiKaPCLKOTD 3acoby)

Howmep peectpaniiiioro nocsizuesms UA/7491/01/01 CTpOK Al peecTpaniiiroro nocsimuenws 01.0] 2099

Cepis nikapesxoro sacoy Ne U600428 Kinsxicts sresenoro nixapeskoro sacofy 22800

Ulepinr-TTnay MaGo H.B., Benerig

(nattvenypanmng BHPOGHMKA Nikapchkoro 3acody,

BupoGuux

kpaina HOX0KEHH )
Bseseno & Vipainy Tosapmerso 3 obMexkeH010 BiINOBiTaNbLHICTIO "VHIBEPCAJILHE
ATEHTCTBO "IIPO-DAPMA", izeqr. ron: 34414427

(naivenysanns Ta xon 32 €/IPTIOY ropumiesol ocobn 6o npiseume. Iv'a. no Garskos] isusreY
0co6K - mixmpremus, ij MicHe npoxHBaRNg T peecTpanifenit HOMED 00nikoBof xapTiu [IaTHUKA
noaarkie abo cepig Ta HOMep macnopra)

Hporoxon eisyamsuoro korTpomo Bix 02.03.2021 & 0528/3.

3a pesvasTaramm HEPHABHOTO Ko
AOTPUMAaBHA

TPOO  BCTAHOBNEHO, mo JKapchKHi  2aci6  BBeseno B VYpainy

3
M semor 38KOHOJABCTRE Mmoo sabesnevenns ski

Z_Oexciit COJIOITPATA

(inimiamy ta fIpizBMIne)




INEPIHT-IUIAY JTIABO H.B., BEJLI I
lunycrpicnapx 30, Xelier-on-nes-Bepr, 2220, Benbris

Ten: +32 15 25871 |

CEPTH®IKAT AKOCTI CEPIi JIIKAPCLKOTO 3ACOEY

Hasga
(Mopma BUNYEKY
HoszyBaunsn

Ynakoska

Cepin

Kinekictys y cepif

Hara BupobauITBA

MaTa sakinuenns repminy
NPHAATHOCT]

Kpaina eupofunka
Peecrpauniiine nocsinuenns
Hazsa BHpoGHuKka,
BIANOBIAANLHOrO 32 BHTTYCK cepil
Ajpeca

Jlinenszig No

Hazonexe®, cupeil nazaneuni, AozoBaHui, 50 mxr/nosy

cnpei
0,5 Mr/r MomeTazoHy dypoary (monoriapar)
18 r, A030BaHmit no 140 go3 (50 mxr/no3y) y paaxoni,

1000428

22 800 ynakoBox
01.2021

01.2024

Benwria
UA/7491/01/01

IUepinr-flnay Jago H.B.

o 1 draxony B KapTonnii Kopobui

Inaycrpienapxk 30, Xeficr-on-gen-Bepr, 2220, Beabris

304 H

Pesyanratu npoeegennn aHAXI3Y AK0CTi NikapekKoro 3acody Biamosizno g0 MK PII Ne UA/7491/01/01

; Pesyabrarn
[Mokasuuky axocti Bumoru .
AHALIZY
Onne (Bisyaneio) Binoro ao npaxruyno Sinoro KQJIBOPY IEllpo30pa cycnensis. bes Bianonijac
CTOPOHHIX BKIIOYCHE
PH* Bix 4,3 no 4,9 4,7

MiniMansua Hanosnenus *

Cepenns xinskicrs BMicTy KoskHOrO fnakoua:
Minimym 10,0 r (1 HoMinansHoro BMicTy - 10 1)
Minimym 18,0 r (ans HominABHOTO BMicTy - [8 1)
(Moxe nposoguTHes BHYTDIlIHLOBHPOGHHYO) "

Binnosinac

InenTudirania - MomeTasony
dypoary (BEPX)

CriBsifiHOLIEH S Yacy yTpuMyBans nixy Momerazody diypoary na
XpOMaTOrpami 3pasky JI0 4acy yTPHMYBaHHS [iky MomeTasoHy diypoara na
CT2HAAPTHIH XPOMATOrPaMMe He MEeHINE Hi 0,98 i He 6inkiue 1,02

Binnosinac

Inenrudikauis -Bensankonis
xhopuny (BEPX)

CriBBigHowe s yacy yrpumysasna nikis roMonoris C12 iCl4na
Xpomarorpasi spasky 1o Hacy yTPHMYBAHHS BINIOBIAHMX TiKiB Ha
Xpomartorpami cTanaapry ne menue 0,98 i He Sinsime Hix 1,02

Binnosinac

Inenrudirauis -Tonxomaposa
xpomarorpadisa (TILIX)

Xpomarorpamma 3paska MiCTHTS IIIAMY siKe BUTOBLIGE XpoMaTorpammi

CTanaapry

Binnosinae

Kinnkicne Busnavenns Mewmerazony
ypeary (BEPX) Kinnkicne
BU3HAYenus beisankonio xnopuay
BEPX)

0,475 510 0,525 mr/r ( 95,0-105 % ot 3a5BICHHOIO KOJIMICCTBA)

0,514 mr/r

10,192 mr/v
I




Cmadia [ Tpenapar suTpuMye BHNPOGyBaHs 112 ORHOPiIHICT, BMICTY,

SIKLLO TINLKH OGN pesyasTar 3 10 3HAXOAMTHES 38 MexaMu 37,5-62,5 mxr/
OnnopianicTs BMicTy empes (Mkr n03a (75,0% -125% sig l(iJ]bKO(?Ti, 3AABJCHOTO Ha ETHKETLI) | momen .

PEIYILTAT He BUXOAUTE 3a Mesxi 32,5-67,5 Mir / Jio3a (65,0% -135% sin
MomeTasony Qypoary / 103y) . ; o

KUTBKOCT, 3a9B/ICHOTO HA CTHKETUI), | cepenii pesyanrar 3 10 BusHauesn

3NAXONHTHES B inTepsani 42,5-57,5 mkr / nosa (85, 0% -115% gin

KilbKoCTI, 3agBneHoro na ETHKETLI ). : ;

Binnosinac

Cmadis 2. Sxkuo npa abo TPH PE3YNhTaTH 3HAXOLATECS 34 MexkaMy 37,5-

62,5 mxr / noza (75,0% -125% Big KIIBKOCTI, 38B1CHOTO Ha eTHKeTLi) |

HOJCH PE3YILTAT HE BUXOAUTH 38 Meski 32,5-67, 5 mxr/ noza (65,0% -

135% BiA xinsxocri, sassnenoro na ETHKET), i / abo skuo cepennii

pesynbTar 3 10 BH3HAYCHD 3HAXOAHTLCS B inTepsani 42,5-57,5 mxr/ nosa

(85,0% -115% iz KiNMbKOCTI, 328 BICHOMO Ha CTHKCTL), TO IPOBOAATE

BUNIPODYBatHs tie 20 oguimi npenapary.

Ipenapat sutpumye sunpoGy sanms na OMHOPLIHICTE BMiCTY, K10 He

Oitbie Tprox pesynsTatie 3 30 3HAXOAATBCA 38 MexaMH 37,5-62.5 mkr/

nosa (75,0% -125% Bij KinkkooTi, 325B1CHOTO 1Ha €THKETL) | %0jicH

PE3yNbTAT HE BUXOIUThL 32 MEK] 32,5-67,5 mkr/ gosa (65,0% -135% nig

KiTeKOCT, 3asBNCHOrO HA ernkeTi), i cepeaniit pesynsrar 3 30 BusHAYCHL

3HAXOJMTbCS B inTepBani 42,5-57,5 Mxr / nosa (85,0% -115% Bix

KiNLKOCTI, 3289BICHOTO Ha eTHKETLI).
Cepenna Bara ognief 1o3n Big 85,0 mr o 115 mr 1047 mr/enpett
Mikpobionoriuua sncrora: 3aranbua kinekicrs aepoGux Gaktepiit: ne Ginpie 10° KOE/mu; Meneme 0
TAMC* KOE/mn

SaransHa KiTkKicTh APHKAKOBHX | UBLAeBUX rpUGIB: He Gimpur 0] KOE/ma; [Metbuiel0
MikpoGionoritia uucrora: BincyTsi B 1w KOE/ymn
TYMC * BigcyTni
Mikpo6iosoriana uncrora: Biscyrri g 1 Mo
Pseudomonas aeruginosa * BiacyrHi
MixpoGionoriuna unerora; Tonepastyi zo xosui rpamueratusyi Gaxrepii BifCyTHI B 1 M.
Staphylococeus aureus BLACYTHI
Mixpodionoriuua yucrora:
Tonepantri 1o kosui TpamMHCraTHBHi
Gaxrepii
Kommentapii: sigcyrni (*) Binnosinae €sponciicykoi Mapmaxonel

Hasea supoGuuka / iepsunua 1a BTOPHHHA ynakomka / Tectypanus / sunyck cepii: 1l Iepinr-Tnay JlaGo H.IB.

Anpeca BrpoGHuka / NCPEHHHA Ta BTOPHHEA YNIAKOBKA / TeCTYRaHHS / BrIyck cepii: Innycrpienapk 30, Xelict-on-uen-bepr, 2220
Benwris

Howmep niuensit: 304 H

Lnm st 3aceiguyto, wo rHIeBKA3aHa indopmaLis ¢ nocToBipHO© | ToMNOIO. Haua cepist upoaykry 6yna supobcia, BrO1AI0TH
YHAKOBKY / MAPKYRAHHA Ta KOHTPOIL SKOCT HA BHILE3rafaHiil BHpoOnuuiit nineruni (-xax) B noBwiit BiANOBIAHOCTI 3 BUMOraMy GMP,
BCTAHOBICHHMH MICLCEMM PErY/IATOPHHM OpranoM, a Takox 3riAHo cneumudikailil, mo MicruTLed B peectpauiliHomy jocke.
[poraxonn BupoGuHLTEY, YNaKoBKH Ta ananisis Gy nepernanyTi i BoraHoRIeno 1x BiAnoRiRHICTL BUMOTaM GMP.

Ynornosawcua oco6a / Bianosinansuui BHpOGHImH dapmaitest : Bepr Ban Ierxtei
/mionuc/

Aara minnucy: 02.02.2021
Hara Bunycky cepit: 01.02.2021




Iepinr-Tlnay Jlado 1L.B., Beanris
Inayerpienapk 30, Xeitet-on-nen-Bepr, 2220, Bennria
Ten. +32 15 258711

CEPTH®IKAT SIKOCTI CEPIT JIIKAPCBKOTI'O 3ACOEY

Hazga
Dopma BUDYCKY

Hozysauus
VYnakoska

Cepin

Kinekicrs y cepii

Hara supobuuursa

Jlara 3akinuenus Tepminy
NMPUAATHOCTI

Kpaina supobunxa
Peectpauiiine nocsiguennsn
Hasea Bupobuuka, BinoBigaIbHOTO
34 BHITYCK cepii

Anpeca

Jlivensist Ha BupoGHIITEO No

HA3OHEKC®, cupeit nasannuuii, nososanuit, 50 MKI/I03Y

crpeii

0,5 mr/r Mometasony dypoary (monoriapary)

no 18 r, 140 a03 (50 mxr/ao3y) y daaxoni; no 1 (h1akony B Kapronuii
Kopooui

u013907

16 000 ynaxkosox

05.2021

05.2024

Beanrig

Ne UA/7491/01/01
Wlepinr-Tlnay Jlago H.B.

Inaycrpienapk 30, XeiicT-on-gen-Bepr, 2220, Beasria
304 H

Pesynpratu nposeaenns ananisy sxocri JikapesKoro 3acody sixnosinne go MKS PIT Ne UA/7491/01/01

o

IMoxasnukn sxocri

Bumorn

PesyibraTn
AHATI3y

Owmne (Bisyansho)

binoro abo maiixe Ginoro KOJILOPY HENpo3opa cyclensis

Bianosizac

pH (%)

43-49

Minimannie nanoruenus (*)

BuicT koxkioro Quiakony: ne menme 10 ¢ (118 HoMinaaBIOro HANOBICHTHSA
101), 1e menme 18 r (v noMinansHoro nanosieis 18 r)
(KonTtponn moxe Gyt nposeenuii npoueci BUPoSHULITEA)

Bianosinae

Inenrudicauin Mowmerasony (ypoar
(BEPX)

CriBBiHOMEH S YaciR YTPUMYBAHIE OCHOBHIX MiKiD 112 Xpomarorpamax
BUIIPOOOBYBAHOTO | CTAHAAPTHOND PO3UMILE Mac Oyt B Mexkax 0,98-1.02

Bixnosigac

InenTudiranis Momerasony (ypoar
(THIX)

Xpomarorpama Bunpo0ysanoro PO34HIY MICTHTE [L1AMY, 10 BiANOBijac
XpOMaTOrpaMi po3umiy CTaHiapTy

Bianosigae

Inenrndixanin Benzankoniio XJ0opHI
(BEPX)

CRiBBIIHOIEHNS YACIB YTPHMYBAHHS OCHOBHHX HIKIB FOMOTONE CLiC,na

XpOMaTOTpaMax BUNIPOGORYBANOro | CTANAAPTHOrO PO3UMKIn Mae OyTH B
mexax 0,98-1,02

Bianorinae

Kinbkicne Busnauenns
Monetasony (ypoar (BEPX)

0,475 -0,525 mr/r (95,0 % - 105,0 % pix 2ansieiof KIJIBKOCTI )

0,514 mr/r

Kinexicue Busnavenns
bensankoniio xaopua (BEPX)

0,180 - 0.220 mr/r (90% - 110% Bin 3assicnoi KIJILKOCTI)

0.192 mr/r




Oanopignicre BuicTy

(Mxr MomMeTasony dypoaty/nosy)

(BEPX)

Cranis I. TTpenapar surpumye BHIPOOYBAHIA Ha OAHOPIANICTL BMicTY. axmo | Bianosinae
0AuH pesyastar i3 10 smaxomnees 3a mexanu 37.5 - 62,5 MKr/o3y (75% -
125% Bin kinnkocri, sasenenof na CTHKETLI) i KOMeH 3 pesyILTaris e
BHXOAMTE 3a Mexki 32,5 - 67,5 mkr/nosy (65% - 135% six kinwkocTi, 3assieHof
Ha CTHKETW), | cepenniil pesyinTat 3 10 BU3HAYESH: JHAXOLUTHCS B irrepsani
42,5-57.5 MKr/no3y (85%-115% grin KiNMLKOCTI, 3asBaeH0T Ha ETHKETIL).
Cranis 11. Slxuo apa abo tpu PE3YABTATH 3HAXOJATLCA 3a MewkaMu 37,5 - 62.5
MK/ 103y (75% - 125% sin kinbkocti, sasenenol ua CTHKETII) 1 #oJen 3
PE3YNILTATIB HE BUXOIMTE 3a Meski 32,5 - 67,5 Mirr/no3y (65% - 135% sin
KLIBKOCTI, 3a8BIICHOT Ha eTHKCTIL), i/abo cepesiii pesyasrar 3 10 Buznaucus,
SHAXOMNTRCH 38 Mewamut inTepraty 42,5 - 57,5 mur/no3y (85%-115% pix
KiIbKOCTI, 3asB1eH0T Ha €THKCTII), TO POBOJIATH BUTIpoOyBaHns e 20
CAMHULL Npenapaty. Hpenapar Butpumye BunpoSysanis na OJIHOPIHICTE
BMICTY, SK1110 He Oinbie TPLOX pe3ynTaTiB 3 30) 31aX0NATRCH 11032 MCIKAMH
37,5 - 62,5 mkr/nosy (75% - 125% sin KUIBKOCTI, 3asBIeHOl Ha eTukeTLi) |
HOJICH 3 PE3YILTATIB HE BUXOJIMTE 32 MCKi 32.5 - 67.5 MKTY 03y (65% - 135%
Bill KITBKOCTI, 3asBicHol Ha ETHKCTIN), i cepetniii pesyasrar 3 30 ruanauch,
SHAXOAMTRCS B iHTepBani 42,5 - 57.5 MKI/103y (85%-115% Bix kinbkocri,
3asBJICHOT Ha €THKCTI).

Cepeans maca oanici no3n
(Rarosuit meron)

85.0-115 mr 103 mr
Mikpobiosnoriuna uncrora:
TAMC (*) ) o = o . 2

3araibha kinskicth acpoBunx Bakrepiit ve Glubie 107 KYO/va <10
Mikpodionoriuna uncrora:
TYMC (%) 3araanbua kinbkicts rpubis e Ginnue 10" KV O/ <10
Mixpobionoriuna ancrora: Bincyrui

Pscudomonas aeruginosa (*)

Bigcythi B | ma

Mikpo6ionoriuna uucrora: Bincyrni
Staphylococcus aurcus ; .

Bincyrui s | mu
Mikpobiosoriuna gicrora: Bincyrui

TOJIEPAHTHI 10 KOBYI I'PAMHETATURHI

Baxrepit

Tonepanrni 10 xonui rpamueraTuen; Gaxrepil BigcyTHi B | Ma

Komenrapi: sincryii,

(*) Binnoginac susoram Crponelicbkoi apmakoner,

Haspa sinbuunni, sinnosizansuoi 3a BUPOSHULTRO/IICPBUIHE Ta BTOPHITIC TMARYBAHHA /KONTPOIL SKOCTI/BHIYCK cepii: [Hepinr-TTiay

JlaGo H.B.

Alpeca Ainpiuu, pinnosigansnol 3a BHPOGHHIITRO/IEPBHIHE TA BTOPHITHE NaKyBaHH: /KOINTPONDL SKOCTI/BHITYOK cepii: lnayceTpicnapx

30, Xeficr-on-nen-Eepr, 2220, Benbris

Jlinensia Ne 304 H

Ilum g 3acsinuyio, mo euiesxazana indopmanis e 10cToBipHOIO | TouHOIO. Jlana cepis nponyxry 6yia BHPOB/IEHA, BKIIOYAIOYH
YMaKoBKY / MapKyBaHHS Ta KOHTPOJIb AKOCT] Ha BHLICsTaaniil Bupodumyiit insnuni (-usax) B nopwiii BIANOBIAHOCTI 3 BUMoramu GMP,

BCTAHOBJIEHUMHU MICLERHM pery’

IATOPHAM OPraHoM. a TAKOX 3rifo cnenudixanii, wo MictuTses 5 peectpauifinomy gocre. Hporoko:ns

BUPOOHMIITBA, YIAKOBKH Ta KOHTPO/IIO AKOCT] MEPENISHYTO i BCTAHOBIICHO X BiANOBLIHICTL sumoram GMP.

Hara Bunycky cepii: 25.05.2021

Mara ninnucy:

Yuosnosaxena oco6a/ Bianosinansuuii NpOMUCI0BHIT hapmanesT
(3a) Bept Bau Ieterxem
Inzpio oe Kox /nionuc/

26.05.2021




JEPXITIKCITYKEA
AEPIKABHA CJIIVIKBA 3 TIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM VY KHIBCLKIIi OBJACTI

npocrexT Banepis Jlobanoserkoro, 5 1, m. Kuis, 03110, Ten/ake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,httgs://www.dls.ﬂ: ov.ua. Kog €IPTIOY 37078774

BHCHOBOK
PO AKICTE BBE3€HOI0 B Ykpainy gikapenkoro 3acoby

29.06.2021 Ne 35615/21/10

HASOHEKC®
(HaliMeHyBanns nikapcskoro 38co8y 3rinno 3 peccrparifmmg NOCBITYCHHM)
Crpeii HazaJLHHE, Aosopanui, S0 mxr/nosy, o 18 r (140 no3) cycnensii y N0JIeTHICHOBOMY
®aaKoHi 3 103y109mM HacocoM-posmumoBagem, 3AKPHTHM KOBIAYKOM; ro 1 braxony y
KAPTOHHIN Kopobii

(popma BumycKy, J03YBaHHA, BYO NaKyBaHHy Jixapcexoro 3acody)
Homep peectpaniiinoro noceimwenns UA/7491/ 01/01 erpox zii peecrpanitinoro noceiggenns 01.01.2099

Cepia mixapcekoro saco6y Ne U013907 Kimpkicts BBesenoro mikaperxoro sacofy 16000

Bupobrux Hlepiar-Tnay JTaGo H.B., Bemrig

{Haitveryranms BUPOBHHEKA JlikapchKkoro 3acoby, Kpaina NOXOIKEHHS )

Beeseno » Vipainy ToBapucrso 3 o6Mexenoro BiqnoBinansHicTO "YHIBEPCAJILHE

ATEHTCTRO "ITPO-DAPMA", izenr. won: 34414427
(HaiMeHyBaHHs Ta Ko 32 E€LIPIIOY sopuamssoi ocoby ado npisBHwe, iM'e, 10 GaTexoR] biznunof

0COBH - mianpuemus, i Mice TPOMKHUBAHHA T4, PECCTpaiHHuMI HOMED 0011iK0BOT KapTky MuaTHika
nonaTkie abo cepis ta HOMEp nacnopra)

IpoToron Bisyansuore KouTposmo eix 24.06.2021 N 2147/4.

3a pe3yIeTaTamMu ACPKABHOIO KOHTPOIO BC'I‘aHOBJ'IBHO,

U0 miKapceKud  3aci  BBeseno s Vpainy =
AOTPHMAaAHHAM BUMOL-

%Kﬁégﬁgaﬁc:jfgg MO0 3a6e3neyeH s TKOCT] JIKapCEKUX 3ac0o6is.

.'l: 3 ™
o~
}
| {iR
I8

i

L

‘ t “l\i&f: f“" Onexeii COTOIPAI

3acTynHUK HavaEHEKA

THLAMTAC) (inimiamm ta npizBHE)




JEPKIIIKCITYXBA
JEPKABHA CIIYAEBA 3 JIKAPCHKHUX 3ACOBIEB TA KOHTPOJIIO 3A
HAPKOTUKAMHN ¥ KMIBCHKIV OBJIACTI

npocnekt Banepis JloGanozeskoro, 51, M. Kuie, 03110, ren/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua. Kog €APTIOY 37078774

BUHCHOBOK
npo AKicTHL BBe3eHoro B YKpalny JiKkapebKora 3acoby

19.07.2021 Ne 39976/21/10

HAZBOHEKC®

(nabiMeiyBaniis TikEPCLKOro 3acady 3riGHOo 3 peecTpauiiHuM NoCBiAMCHHAM)
cripel HazaasHul, nozoBaiuii, 50 mxr/aosy, no 18 r (140 po3} cyenensii y nonieTHAeHOBOMY
diakoni 3 103Yi09HM HACOCOM-PO3NUIIOBAYEM, 3AKPUTHM KOBNa4KoM; o 1 daakony y
KapTOHHIH KOpoOLi

((hopma BunycKy, A03YBAHHA, BUA NAKYB2HHE Aikapcbroro 22cofy)
Homep peectpauiitnoro noceinvenns UA/7491/01/01 erpox pii peectpauiiinoro rocsinuenns 01.01.2099
Cepis nixapeskoro 3acody Ne UG15788 KinkkicTs BBE3EHOrO Rikapeskoro 3acoby 32000

BupoGHuK 1Uepiar-Ilnay Jlado H.B., Benwris

(HaimenyBasa BHPOGHUKA NilApCHKOrD 3200y, KpaTHa NOXOLKEHHA)

BeeseHo B Yxpaluy Toeapuerso 3 obmexenoo siznosinaasuierio "YHIBEPCAJIGHE
ATEHTCTBO "TIPO-DAPMA", izenr. wom: 34414427

(nabimenysaims Ta koa 3a EAPICY opuanineol ocodu afo npizeuiie, iv'a, no Satexosi Qizsanot
ocobu - nianpuemus, il micue npouzaANg Ta pce:crpaumuuu Homep 6Onikosal xap‘rhu MAaTHHES
noaatkig 280 cepid Ta HOMEP NAcNopPTa)

IlpoTokon sisyansiore xontpono sia 15.07.2021 Ne 2432/2,

3a pesynbTaTaMK  JERKABHOIG
AOTPDHMAHHAM &y

KOHTPOMO BCTAHOBNEHG, WO nikapeeknii 3acid  seeseHc B YxpaiHy 3

000 3ade3nedweHHs AKOCTI NIKAPCHKMX 326001,

Onexciti COJIOPAN

{nianuc) {injuiany T2 npizsuLe)

o
3acTynmHUK Hauag

(noca,:loaa ocooa




¢ MSD

Mlepinr-Iiaay Jiabe H.E., Beneria
Innyerpienapk 30, Xefier-on-gen-bepr, 2220, Benaria
Ten. +32 15 258711

CEPTM®IKAT AKOCTI CEPII JIKAPCBEKOI'O 3ACOBY

flazea
Dopma BRNYCKY
JozyBanna

¥Ynaroexa

Cepia

Kinepkiers y cepil

Jlara enpednHUTEA

JaTa 3akinyenss repminy
ApHAaTHOCTI

Kpaiua enpobunka
PeecTpauiiine nocsinuenusa

Hazga enpodnnka, giznosinansuoro
23 BANYCK cepil

Anpeca

Jlinensia na supotauunTeo Ne

HA3ZOHEKC®, cnpeii H23an6HRi, 4o308anuii, 50 mer/gozy

enpei

0.5 mr/y MemeTazony dypoary (MonorinpaTty)

o 18 r, 146 po3 (50 mxr/po3y) y dmaxeni; ne i gnaxeny B KapTonHii
Kopobui

U0i15788 '

88800 ymaxorox

05.2021

05.2024

Bennria
Ne UA/7491/01/01

lepinr-Ilaay Jjia6o H.B.

Inpyerpicnapi 30, Xeficr-on-pen-Bepr, 2220, Benrria
304 H

PezyasTaTi nposejenns anaiisy axocTi nikapenkoro 3aco6y ianosiane no MICSH PII Ne UA/7491/01/01

0,180 - 0,220 mi/r (90% - 110% Bia 32aBREHOT KIALKOSTI)

; PesynnTatu
Hokaznnwu axoeTi Bumvornu ;
; apaxizy
Onne (BisyansHo) Binoro abo maibxe Ginoro KonLOpY HENPO30DPa CYCMEH3IA Binnogigae -
piL (*) 43-49 47 .
MiniMansne wanosmesra (*) BuicT xowHoro taxody: He Meniie 10 r (114 HOMIHATEHOTO HATIOBHEHHS Binnorimae
1@ 1), ve menuie 18 r (zna HoMinansHOrO HanoeHeHH 18 1) ’
(Koutpons moxce OyTu npoeedennii 8 npoueci BHPOGHNUITES)
lnenrudikania Momerasouny dypoar |CnisBigHoWeHHa Yacie yTpMMYBaHH?A OCHOBHHX MIKIB HA XpoMaTorpaMax Bignoginac
(BEPX) BHIPOOORYBAHOTO | CTAHAZPTHOTO posduHIE Mac OyTH B Mexax (,98-1,02 .
laenTudikania Momerasony dypoat |XpomatorpaMa BUIPoSYBaHOTO POZIMEY MICTHTE INIAMY, 1110 BiANOBifac Bianoriaae
(TLIX) xpomMaTtorpami posauHy cTaHAapTy
Inenrudiwauia Bensankonito xnopun |CriseignonieHHs Yacis yTpHMYBaHHA OCHOBHMX HiKie romonorie C; i Cy Ha |Bianosinac
(BEPX) XpoMaTorpaMax BUNPOBOBYEAHOTO | CTAHAAPTHOTO PO34HHIE Mac 6yTH B
mexax 0,98-1,02
Kinbkicue Buzmayennn
Momerazony dypoat (BEPX) 0,475 - 0,525 mr/r (95,0 % - 105,0 % giz 2298neH01 KiNLKOCTI) 0,518 mr/r
Kinekicne Buznagennsa
Beuszankonito xnopua (BBPX) 0.195 Mr/r




OnuopianicTs eMicTy Cragin L Tpenapat surpimye BHlipoOyBaHHA Ha OJHOPIOAICTL BMicTy, akme  |Biomosinac
(MKr MoMeTasoHy (ypoaty/nosy) 0ZMH pe3ynsTat i3 10 sHaxonuTeed 3a Mexamu 37,5 - 62,5 mur/mozy (75% -
(BEPX) 125% Bin kuibkoCTi, 339BIEHOT HA STUKETIL) | OJEH 3 PEIYNLTATIE He
BHXOAMTS 38 Mexi 32,5 - 67,5 mxr/no3y (65% - 135% Big KineKocTi, 3aABieHoi
Ha eTHKeTIil), 1 cepeaniii pesyarTat 3 10 BuzHa9eHD 3HAXOANTLCA B iHTepRan
42.5 - 57,5 mxr/pozy (85%-115% Big KinbKOCTI, 38ABICHOT HA €THKETLE).
Cragia I1. Axme gpa abo TPH pesyNLTaTH 2HAXOAATECA 38 Mexamu 37,5 - 62,5
MK/ nozy (75% - 125% Big KinekocTi, 3a4BAcHOT Ha eTHKeTH ) | oHeH 3
pesyilbTaTiB He BUXOAWTS 3a Mexi 32,5 ~ 67,5 mxr/aozy (65% - 135% Bin
KiNbKOCTI, 329BNEHOT Ha eTukeTwi), i/260 cepeauill pesynsTat 3 10 BuzHaueHs
3HAXOAUTECS 32 MeKamHy inTepeay 42,5 - 57,5 mxr/nosy (85%-115% eia
KinbKoCTi, 3agencHOi Ha eTHKETL), TO NpoBOAATE BuiipobyEannas me 20
oauHNNE Npenaparty. Tlpeniapat BUTpUMYe BUNpoOYRaHHA HA OAHOpPiAHICTE
BMICTY, AKmo He Oinbiue TpLOX pesynsTatié 3 30 3HaXoAATHCE NI032 MEXKaMU. |
37,5 - 62,5 mrr/oozy (75% - 125% eig kinbKocTi, 3a4BICHOT HA €THKETHI) i
OAeH 3 pesyNLTaTiB HE BUXOAWTE 2a Mexi 32,5 - 67,5 mir/aozy (65% - 135%
BiA xinekocTi, 3a98A¢HOT Ha eTHKETU]), | cepeaniii pesynbTaT 30 BH3HAYECHD
3HaX0ANTLCA B iHTepram 42,5 - 57,5 mrr/no3y (85%-115% Bin kinskocTi,
3a9BNEHOT A ETUKETIII}.

Cepeaua maca opniei 1o3n
(earosuit meron)

85,0-115mr 101,1 mr
Mikpotionoriuna unerora;
* .
TaMe Saranbia KUbKicTs aepofumx Gakrepill ae Gimsme 10 KYO/mn <10
MikpeSioneriuna unerora: ' '
TV 3aransHa KinbkicTs rpubie ve Ginsme 10' KVO/Ma <10
Mipofionoriuna unerora: BigeyTui

Pseudomonas aeruginosa (*) Biseymi 51w

Mikpobienoriuna anerora: BigcyTui

Staphylococcus aureus Bizcyruiz | ma

Mixkpobionoriuua yncrora: Bincyrai
TOJAEPANTHI /10 KOBYI rpaMHeraTHEHI

TonepauTri go oB4i rpamueraTusyi Gaxrepii BiacyTHi B 1 Ma
Oaxrepil

Komenrrapi: Bincryui.
(*) Binnosinac eumoram €sponeiicsxkoi dapmaxoriel.

Hazea ainbuuui, sianoBiaansnoi 3a BUpoGHULITEO/ NEPEHENE Ta BTOPHHHE NaKyBauua /KONTPOIIbL AKOCTI/Buiyck cepii: Hlepinr-Tinay
JiaGo H.B.

Ajipeca ninLHNG, BiANOBIZANLHOT 32 BUPOGHUUTBO/TIEPRUHHE Ta BTOPUHHEE NAKYEaHHA /KOHTpONb AKOCTI/BUAYCK cepil: InnycTpicnapk 30,
Keiicr-on-neu-bepr, 2220, Geabria

Jlinewsia Ne 304 H

-

Llum = 3aceiguyro, mo BHmeRKasaHa indopmanis € jocTosiproo i Tounow. Jaua cepia mpoaykTy Gylia Bmoﬁneﬁa BRIIOYAIONH
YNaKOBKY / Mapxyaaﬂm Ta KOHTPONb AKOCTI Ha BUIIE3raganiil Bupoﬁﬁmm ﬂlﬂbfiﬁﬂl —usx) B BCBHIH BiAnD i 3 pumvoramu GMP,

YnoenosameHna ocoba/ BIEHOBILIHJ‘IBHHH BpaMucRoRNi
bept Bau [Meterxem
Bepm Bar Hemezxen /nionuc/

JlaTa sunyexy cepii: 15.06.2021

JlaTa nignnpcy: 08.07.2021



e JEPHINKCIIVEKBA - o 1 e Ty
JEPIKABHA CHVIKBA 3 JIKAPCHKMX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KHIBCHKI OBJIACTY
‘mpoctiekt Basepix JloBationceioro, 51, m. Kais, 031 10, rer/daxc: (044) 363-06:50 _
E-mail: dis.ko@dls.gov.ughitps:/ivww.dls.gov.ua, Kox €JIPTIOV 37078774

Tl ' BHUCHOBOK Y
TpO sikieTs BBe3eHoro B Vkpalny dixapesroro zacoby -

01.02.2022 Ne 2891/22/16

HAZOHERKC® - o
{HaliMeryBarng TikapCEROTD 23006y Ariano 3 peecTpaiiHeEn HoCRiTYCHHRM) )
crpell HasanbLEud, Ro3osaaNl,; 50 MET1/303Y,-110 18 1 (140 5o3) cyenemsii ¥ MOIETHICHOBOMY
Quakeni 3 RO3YI0HM HACOCOM-DO3THIAOBATEM, 2ARPHTEM KOBIAIRoM; 1o | PlaxoRy y
: - et m Xaproayil Kopobui . o o
(bopya BAMYCKY, NO3YBAHHA, BUT TEKYBAHEA JIRAPCERGTO 3aC06Y)

Homep peecrpanittioro socsimserin UA/7491/01/ 01 crpox sy péecfpé;ﬁiéﬂofé nocsimensn 01.01.2099 -
Cepis jixapeskoro sacoby Ne UB37738 i Kirskicrs meesesoro aixapesroro 3acoby 20400

Brpobwax . [llepinr-Tizay Mabo H.B.. Beiiris

{Raltmerypanay pupobanKa MKapCskore 32C00y, kpaila NOXOLKSHRL)

Bseseno s Vpalizy TonapucTne 3 obMekeH0m0 BinmoRiia L RicTIO "YHIBEPCAJILHE
ATEHTCTBO "IIPO-DAPMA", inexr. wom: 34414427 »
{safivenysanns 1o xon 3a.€1£9ﬂ0¥- wpamweact ocols abo npisamie, iv 4, 1o Barskoal dizpunof
0COoSH - Hinnpuemmy, ¥ Micns nposimanns ta peecTpamiiiiit HovMep 0GRIKOROT RAPTRY HiaTHIEE

. o .. TIOHATKIS 260 capis ra HoMep macnopra)

Tipotsien sisyansmoro KouTposio sin 27.01.2022 % 019972.
Ba. PEIYTETATAMM . NEPKABHOLG KOHTpOMIO  BOTAHORNCHD,

 BOTDUMARHEM sioior 5

MG mikapehkudl  3acib  smessms w- Vipahy 3
ROHOHABCTER MOMC 32085 ewe sy fkooT THKAPCLKEX 3206,

= M//?:{,; %Z/;Z _ B’ﬂaﬁ'ﬁ_{mag I"EETPOCOB

il

v . . Gy a
i {mnﬁﬁc“}/ {inimiam Ta Npissume)




wgg@'ommow_

UepinsTiasy Jabo I, Bexniia

Innycrpienapk 30, Xetier-ow-nen-Bepr, 2220, Béjisria
Ten, +32 15 258711

CFI’ THGOIKAT SAKOCTI CFPH JIKAPCHKOIQ 3ACOLY

Haina
Dopmd BHITYCICY

Hozypanun
VHarosry

Cepin
Kinsgicrs y cepil
Hara sppobunirrasa
Hata saginaenns repminy
CAPHEATHOCT]
“Kpafua supounxa
Pecerpaniiine noenipuerns

Haswa supofnmga, plinosigansnors.

38 BHIOYCK cepif
Ajxpeca’ :
JHuensis ga BHpobHaLT iy N

HA3ZOHEKC®, cnpeit mazansnui, Hososannil, 5§ MKr/ooy
cnpeit

0,5 mr/r Momeraszeny gypoaty {sonorizpary)

1o 18 r; 140 103 (50 sricr/fio3y) y Guaxoni; nio 1-Gpnakony B Kapromniin
Kopobiri

V037730

20400 ynakosok

-11.2021

11,2024

- benasrig

Ne UA/7491/01/01

Wepinr-Tlnay Jato H.B.

CIanyérpicnapx 30, Xct’iér«dﬁ;nenm'ﬂcpr, 2220, Bénnrisi

304 H

Pe3yantati npoBeyeH s AHATIY MKOCT szifcﬁpcsxm‘d 3acody BUNOETHO 2o MKS P Ne UA/7491/01/61

: . Pezynerartn
Hoxasuney akoeri Bumorn o,
: AHATIZY
One (Bisvanno) Binere abo mafiwe Ginoro xomsopy nenposopa CyCrieHzig Bimosinae
pH (%) 4.3-4,9 4,7
| Minimassie nanosHenws (7) Buict xosnoro dmakony: ne Mesie 10 r (ans noMiBATOHORG HAOBHEH A Binnosizae

10 1), 1e mesmie 18 r{(nw HOMIHATEHOTO. HanoBHeR T 18 T}
(Kontpons Mowxe §yTH npoBeeHs » npouec BHpGSHRITEA)

LrenTudicauia Mou b’z_‘ézoﬁy. .@yp'oa'ff
(BEPX)

CrisBinHOWeRHa YACiB yTPHMYRAHHS OCHOBHUX RIKIB Ha XPOMATOrpaMax
BUIPGOORYBAHOTO | CTAHAAPTHOTO POHHIE Mac Oy1u B Moax 0,98-1,02

Bizxnosinac

lLierrudicauis Momerasony dypoar Kpomarorpama rRHNPoSyBanoro POSHHHY MIOTHTE TSNy, 10 BIIOBINAE Bignosinac
{THIX) _ | [Xpomarorpami posunny cTanmapTy
- {nenrudiranin Bensanxouito xnopas | CHiss AHOIICHHS 1201 YEPHMYBAHHA ocHOBHuUX Nikis ToMonorie Cy, 1 €y Ha  |Bianosijac
HBEPX) XpOMATOTpAMAX BHNPOBORYEAHOTY | CTAHIARTHONO BOSANIR Mac ByrH B
mMekax 0,98-1,02
Kinnxicse susnasennn
Mowerazony Gypoar (BEPX) 0,475 - 0,525 mr/r (95,0 % - 105,0 % ain 3aqs71¢H07 ximEKoCTI) 8,509 mr/r

Kinnkicse Buinagerns
benzankeniio xiiopua (BEPX)

. 0,180 - 0,220 mr/e (90% - 110% pig zaspnensi KiJIEKOCT)

0,192 wmy/r

S




Binnoaizac

TORCPRHTHI JI0 HORT FPAMHErATHER]
Barrepit

TonepanTHi 56 mwoBn] rpavucraToEH Baxrepil sincyTui B 1 Ma

Onnopianicts syicry Crania I Upenapar Butpumy€ guiipofysanis ga 02HOPIIHICTS BMICTY, SKIIO
(MKr momeTazony fypoaty/aosy) ofmi peaynsrar is 10 suaxonneca 3a mexamu 37,5 - 62,5 mxrinozy (75% -
{BEPX} 125% min winskocti, 3ass1enol Ha eTHxeTul) I %ONeH 3 peayRLTaTis e _
BUXOM0TE 38 Mend. 32,5'- 67,5 mrr/nozy (65% - 135% nin klnexotti, samenenol
HA ETHKETHI}, | cepennilt pesyimeTar 2 10 BRIHAUCHE JHAXOATHES B inrepeani
42,5 ~ 57,5 mrr/aoay (85%-115% gin KUTBKOCT], 3a98/Te110T Ha eTHKETI).
Cragis 1 SIkmo fma aG0 TP PEIYIRTATH 3HAXOAATECHK 34 MEAKAMU 37,5 - 62,5
- |mrr/aosy (75% - 125% sijl KimeKoCTi, sasBRenol Ha CTUKETUI} § 20eH 3
PEIYNBTATIE He BUXORUTS 3a Mexki 32,5 - 67,5 mkr/nosy (65% - 135% aix
' KitbkooTi, 3agenenol Ha eTaketni), abo cepenyiil pesynstar 3 10 pusnaieHs
SHAKOIONTECS 33 MONanMy igTeprany 42,5 - 57,5 mxr/nosy (85%-115% sin
KIJIBKOCTI, 3a98Tenol v eTHxeTLi), To TPOBONATE Buipolysannd e 20
OMHALE TIpeiapaTy. Npenapar BUTPUMYE BHNPOGYRAHHY Ha {)ﬂ}{(}piﬂi—(im
BMICTY, AKINC HE DiIBUIE TPEOX pesynTatie 330 3HaX0AIThCH 11028 MERaMHT
37,5:- 62,5 Mrrinosy (75%- 125% sin kinexoori, sassnenol na STHKETE)} |
KOTIEH 3 PESYRRTATIE He BINONNTS 38 MEK 32,5 - 67,5 mMKr/nosy (65% - 135%
BIL KInLKOCTI, 3asmnensi Ha eriker), | cepemniit pezyneTar 3 30 BuznaveHs
 |sHaxomaTbCH B inreprani 42,5 « 57,5 mxr/aosy (85%-115% pia KimbKoeTi,
3AABITEHOT HA CTHKETI ).
Cepeans maca oaniel goiu
{Barowwit MeTom) 185,60 - 115 mr 104 wr
- |MixpoGionoriuma ynerora;
ATONCE . . _ B | aransma xinsgicrs aepobuHX Gaxrepiit we Sinnute 10°KY Olauy <10
Mikpobiosoriana suerora:
L I (5 SaranbHa KinbkicTs rpudie ne Gimsme 101 KV O/au <10
MixpoGicaoriusa uncrora: BincytHi
. Pseudonionas aemgmosa.(f‘) ) Bineyini 5 [
MixpoGioaoriung uucrora; Bincyryi
Staphivlococcus aureus . S Byt w1
MirpoGiosoriuma unerora: Bigeyrni

Komenrapi: sincryui.

C{*y Biinosiaae pusoram Ceponelicsiol Mapairorel,

Tato H.B.

Apceh ginsHiul, 2ianosimansnot 1a BHDOOEHITBO/IEPBHERE TA BTG

Xejicr-on-aen-Bepr, 2220, Benbria

Hirteraig No304 H

BHPOOHEUTES, YIIRKOBKK TA KOHTPOIN SKOCT TEPCTIARYTO | BOTANORACHS TX BiIMOBiAHICTS Basoram GhE

. Hazpa mismind, signosinassnoi aa BHDOBHUITEG/MEpRIBING T0 BEOPHIHE MKy BaHES /KOHTPOITh AKOCTH BrIy €l

HEOMIL O
e

'&;;,;:s

ept Ban Ileterxem .
Yepinn Baw Menezxen /midnic/

<eepil: Uepinr-Thay

PUITHE TAKYBAHIS /KOHTPONE SKOCTI/BUIYER CEpil: Inmyerpienapk 30,

Hust s.3ac8imayio, 110 sunierkasana indyopaaitis € goctobipon 1 Touror, Hana Cepid fPHORVRTY 6VITa Rupobiena, BRIOYRI0%H
YIAKOBKY / MADKYBAHHA T& KOHTPONE SKOCT] Ha BUITesranaHil eupoCuuaii ninnum
- BCTARHOBNCHHMM MICTICBHM DETYAATO UM OPranoM, aTaxok ringo crietmdixanil; sio mictirocn o peectpanyj

1 {-119K} & moBHil BigmosigxocT 3 auMoramu GMP,
cse. [poTokunm

e




€9 MSD

IMepiar-ILnay JIatGo H.B., Beasria
Ieaycrpienapk 30, XeficT-on-neH-Bepr, 2220, Bensris
el +32 15 258711

CEPTH®IKAT SIKOCTI CEPIi JIIKAPCBKOT O 3ACOBY

Hasga
PopMa BUIIYCKY
HAozysannsa

YIoakoRKa

Cepin

KinnkicThb v cepii

Jdata BHpOGHHIITBA

Jata 3akiHIeHHS TepMiHy
NpHJATHOCTI

Kpaina sHpodHHEKA
Peecrpaniiine noceindenan
Hazga BUpoOHHKA, BiIOOBITATLHOID
3a BHIIYCK cepil

Anpeca

Jinen3ia Ha BUPGOHANTEG Nb

HAIOHEKC®, cripeli Haza 1LHHIH, J030BaHuMii, 50 MKIr/103y

cnpeit

0,5 mr/tr MoMeTazoHy dypoary (MoHOTiOpaTy)

no 18 r, 140 mo3 (50 mxr/103y) ¥ daakoni; mo 1 paaxony B KapToHHIA
Kopodmi

W004305

79800 vakoBoK

02.2022

02.2025

beawrin
Ne UA/7491/01/01
IMlepinr-IL1ay Jato H.B.

Imgycrpienapk 30, XeiicT-on-geH-bepr, 2220, Beasria
304 H

Pe3ynbTaTh nNpoBeeHEA AHALIZY AKOCTI Jikapcebkoro 3acody pignosigao 1o MEA PII Ne UA/7491/01/01

IloKA3HHKH IKOCTi

Bamoru

Pesy.abTaTH

AHATIIY

Onnc (BizyanpHo) Binore abo Malixe 9iT0T0 KOMBOPY HEMPO30PA CYCIICH3IA Binmosigae
pH (*) 43-49 4.6
MiniManbHe HAIIOBHeHHH (*) BuicT KoskHOTO (MaKoHY: He MeHne 10 T (718 HOMIHAIPHOTO HATIOBHCHHA Binmorigae

10 1), He MeHme 18 T (111 HOMIHATBHOIO HAIIOBHeHHA 18 1)

(KouTpoh MOKe BYTH NpoBeIeHHH B Npolieci BHpoOGHUITTRA)
Imentndikania MoMeTa3zoHy ¢ypoaT |CHiBBiJHONICHHS YaciB YIPIMYBaHHA OCHOBHIIX MiKiB Ha XpoMaTorpaMax Binnorigae
(BEPX) BUIIPOGORYBAHOTO 1 CTAHJAPTHOTC POIYMHIB Mae OYTH B Mexax 0,98-1,02
ImenTRdikania MoMeTa3zoHY ¢ypoaT |XpoMaTorpaMa BHIpoOYBaHOTO pO3YNHY MICTHTE IUIAMY, IO BiAIORiJac Binmorigae
(TIIX} XPOMAaTOTpaMi po3THHY CTaHAAPTY
Imentrdikania BeHzankoHio xaopua |COiBBITHOMICHHS YaciB YTPIMYBaHHA OCHOBHILX MiKiB ToMoxorie Cy; i C4 Ha  |Binmozigae
(BEPX) XpoMaTorpaMax BHIPOOOBYBAHOTC 1 CTAHIAPTHOTO PO3UIMHIB Mac OYTII B

Mexax 0,98-1,02
KinnkicHe BH3IHAYEHHN
MomeTazony dypoaT (BEPX) 0,475 -0,525 Mr/T (95,0 % - 105,0 % Bi7 3aABISHOI KiTBKOCTI) 0,501 Mr/r
KinbkicHe BH3HAYEHHA
bensankomiro xuopi (BEPX) 0,180 - 0,220 Mr/r (90% - 110% Bia saMBIeHol KiTbkocTi) 0,194 Mr/T




OnHopigHicTh BMiCTY Crania [. IIpenapaT BUTpIMYE BIOIpoOyBaHHA Ha O IHOPITHICTE BMICTY, AKIIO |Bignosigae
{MKT MOMeTa30HY (ypoarTy/I03y) OIIH Pe3VIBTAT i3 10 3HAXONTHCA 34 MeKaMu 37,5 - 62,5 Mxr/moay (75% -
(BEPX) 125% BiT KUTBKOCTL, 3aABTeHOL HA STHKETIN) 1 OJSH 3 pe3yIbIaTib He
BUXOMITE 38 MeXi 32,5 - 67,5 MET/T03Y (65% - 135% BiT KiMBEOCTI, 38ABTeHOL
Ha THKeTIHH), 1 cepemHill pesynapTar 3 10 BII3HAYCHD SHAXOAUTHCA B iHTepBaNi
42,5 - 57,5 MKT/A03Y (85%-115% Bij KITBKOCTI, 3a4BNeHO] HA €THKETIIL).
Crania II. dxmo gBa abo TpH pe3yIBTATII 3HAXOTATHCA 3a MexaMir 37,5 - 62,5
MKT/A03Y (75% - 125% Bill KiNbKOCTI, 3aSBIEHOT Ha eTHKSTI) i KOJeH 3
pe3VIBTATIE He BIXOIHTE 3a Mexi 32,5 - 67,5 Mir/mo3y (65% - 135% Bix
KiIbKOCTI, 328BIIeHOT Ha eTIIKETIN), i/a0o cepenniil pe3ynbTaT 3 10 BII3HaYSHB
3HAXOJUTHCA 34 MEXKAMH iHTepRamy 42,5 - 57,5 Mxr/mo3y (85%-115% Bin
KiMbKOCTI, 32ABIeHO] Ha €TIIKETIN), TO MPOBOIATH BIMIpoOyBaHHA 111e 20
OMIHINIL NperapaTy. [Ipenapar BUTPHMYe BHIPOOYBAHHS HA OHOPLIHICTE
BMICTY, AKIIO He OiNMbIe TPphOX pe3yIbTATIB 3 30 3HAXOTATHCA TO3a MeKaMH
37.5 - 62,5 MKT/03Y (75% - 1259 Bil KITBKOCTI, 3a9BNeHOT Ha eTIHKeTIN) i
SKOJIEH 3 Pe3yIIbTaTiB He BHXOJHTE 3a Mexi 32,5 - 67,5 Mrr/a03y (65% - 135%
BiI KUIBKOCTL, 3afBNeHC] HA eTHKETL), 1 cepeHii pe3ynsTat 3 30 BH3HAYEHD
3HAXOIITHCA B iHTepBati 42,5 - 57,5 MKr/mo3y (85%-115% BiT KITEKOCTI,
3afBIeHO] Ha eTHKETIIi ).

Cepeans Maca oJHi€l Jo3n
{BarcBHH MeTOT)

850-115Mr 100,3 Mr
Mikpooio.TorigyHa YHCTOTA:
TAMC (*) 3 oo s : 2
aTalTbHA KiTBbKICTh aepoOHHX DakTepiil He Simpme 10° KVO/MI < 10
Mikpooio.ToriuHa HCTOTA:
TYMC () 3aranmbHa KinbKicTb Tpubis He BiabIIe 10" KYO/un < 10
Mikpooio.TorigHa YHCTOTA: BimcytHi

Pseudomonas acruginosa (*) BimeyTsi B 1 M

MikpobioToriuHa YHCcTOTA: BimcyTtHi

Staphylococcus aureus Simeymedin, foum

Mikpooio.TorigHa YHCTOTA: BimcytHi

TONEPAHTHI A0 JKOBHL IPAMHCTAIIBH | TonepanTHi Jo KOBYi IPaMHETATHBHL OakTepii BLICYTHI B 1 M1
.
dakTepii

KomeHTapi: BiIcTyHL
(*} Bimosigae BiMoraM €Bponeichkoi @apmaronei.

Ha3ga JiNbHHIL, BIATOBITaNbHOI 38 BIIPOOHHITBO, IepBITHHE Ta BTOPIIHHE [IAKYBAHHA /KOHTPOINb AKOCTI/BIMIyCK cepii; [Lepinr-Ilnay
Jabo H.B.

Ajlpeca AUTHHHUIN, BIANORIAANbRHO! 38 BIIpOOHHITBO/TIEPRITHEE Ta BTOPIHHE MAaKYBAHHA /KOHTPOINb AKOCTI/BINIYCK cepil: [HaycTpienapxk 30,
XeficT-on-aen-Bepr, 2220, Bensrisa

Jinensis Ne 304 H

ITuM A 3aCBiIAYYIO, e BHINICBKA3aHA iH(popMallia € A0CTOBIPHOK 1 ToYHOM. JaHa cepif NpoAvKTY Oyna BipobneHa, BKIIOUAIOMI
YIIAKOBKY / MapKyBaHHA Ta KOHTPOJb AKOCTI Ha BUIe3TaJaHii BUpOOHITYIN TIMBHHUIT (-119X) B TIOBHIII BiAMOBLIHOCTL 3 BIIMoramu GMP,
BCTAaHOBIEHHMII MiCITeBHM PeryIATOPHIM OPraHeM, a TAKOXK 3riTHe crenudikaril, o MICTITECA B peecTpatiliHoMy Joche. [IpoTeKomm
BHpPOOHIINTEA, YIAKOBKII Ta KOHTPONI AKOCTL HepPerTHHYTO i BCTAHOBIEHO X BigNoBiaHICTh BUMoTaM GMP,

VinorHOBAKeHA 0c0o0a/ Bianopigaisauil npoMuciornii gy
34 Bept BaH Ilererxem
Inzpid oe Kok /nidnuc/

Jdara BHOYCKY cepii: 03.03.2022

Jdara migoacy: 04.03.2022
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