Caniotac drapma MmMBX
Or1o-aoH-Topike-Annee 1

39179 Gapnefien, HIMEUUMHA S A L U T A s (Pahr?]rlr)nﬁ

TenetboH: +48 (0) 38203 71 0
dakc: +49 {0) 39203 71 7770

CepTtudpikaT BignosigHocTi

Mpoaykr: KANBUIYM®ONIHAT “"EBEBE”, po3uvH ansi in’‘exuiv, 10 mrimn, 10mn {100 wmr) y

c¢naxoHi, 1 pnakoH B KAPTOHHIH KopooLLi

Cepina Ne NC2754 Po3amip ynakoBKM: 1wr

Homep cepii Ha ynakoBLUi: LP8077 Aata Bunycky: 12.06.2023
Cepia In bulk: A22XHAO013 BunyuweHa KinbKicTb: 4975 ynakoBoOK
Hara supobGHMLTBA: 28.11.2022 TepmiH npuaaTHocCTi: 10.2024

Peectpauiiine nocBiguyeHHsa Ne: UA/M638/01/01

RinbHuuyi, 3any4yeHi y BupobHMLTBO:

AinbHuus Ne niyeHsii Ha BUpoSHMUTEO

BupoGHuuTBO in bulk XAYNT $APMA BONb®PATCXAYCEH T'MBX, | DE_BY_04_ MIA_2022 0055
HIMEMYUHA

AinbHUUA nakyBaHH:A XAYNT ®APMA BONb®PATCXAYCEH TMBX, | DE_BY_04 MIA_2022 0055
HIMEMYUHA

OineHuua TectypaHHa | XAYTT ®APMA BONb®PATCXAYCEH TMBX, | DE_BY_04_ MIA_2022 0055
HIMEMYUHA

AinbHuua Bunycky Caniortac ®apma N'm6X, HimeudnHa DE ST 01 MIA 2021 DOD6

Lium nigTBepmKylo AOCTOBIPHICTb | TOMHICTL BULLeHaBeaeHO! iHgopmalii. laHa cepia npenapaty
Oyna BWroTOBNEHa, BKIMIOYHO 3 NaKyBaHHAM/MAapKyBaHHAM Ta KOHTponeM SfKOCTi, Ha
BULLEBKA3aHIA(MX) BUPOBHMYIA{MX) AiNbHUUI{AX) uinkom BignosigHo o Bumor GMP MicueBmx
perynaTopHUX opradHiB i cneuudikaliil, BKasaHuWX B PeecTpauidiHOMy nNOCBIgYEHHI KpaiHu-
iMnopTepa. [laHi Npo BUroTOBMEHHSA, YNAKOBKY Ta aHanian cepii 6ynu nepeeipeHi i niaTBepmKkeHa
ix BignoBigHicTL ctaHgapTaMm GMP.

CepTudikat aHanisy 4O0AETLCH OKPEMO.
Nig yac npouecy BUpoOHULITBA
Y He 6yno BiaxuneHb, L0 MOTMW BIMMHYTHA HA BUMYCK NPOOYKTY

0 HacTynHi BigXuneHsa MOrnuy BNNUHYTH Ha BANYCK NPOAYKTY (AWB. KOMEHTapi)

KomeHTapi: /

N | CEPTU®IKALIA CEPII
o | BUMTYCK CEPII

Mpissuuie Ta nocaga BignoBiganLHoiI Dr. Albert Hesse
ocobu: YnoBHoBaXeHa ocoba
Rarta: 13.4EP.2023 Mianuc: /nianuc/



JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuie, 03110, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3€HOI0 B Y KpaiHy JiKapchbKoro 3acody

26.07.2023 Ne 32216/23/10

KAJIBIIVM®OJIIHAT "EGEBE"
{HaHMeHYRAHHA MiKapchkoro 3acoby 3riqHo 3 peccTpaniiHHM IOCBIAICHHAM)
po341mn A in'exkmii, 10 Mmr/mi, mo 10 ma (100 mr) y daaxoni; o 1 guiaxony B KapTOHHIH
Kopobdmi
{topMa BHITyCKY, 103YBAHHA, RH]] HAKYBAHHA TiKAPCEKOTO 33coly)

Howmep peectpaniiinoro noceimacrns UA/1638/01/01 cipok nii peectpaniitnore noceimaenss 01.01.2099
Cepin mikapcekoro 3aco6y Ne LP807T7 KimnkicTh BRe3€HOTO JiKapehkoro acoby 4975

BrpoSHEK Camotac ®apma I'M6X, HiMeTuuna

(HaliMeHYBaHHA BHpOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOEHHA)

Brezeno B Yxpainy ToBaprCcTBO 3 00Mexkenolo BinmoBinaasaicTIo "Canmnos Ykpaina”,

igent. xox: 38419586

(HaliMeHyBaHHA Ta ko[ a €JTPIIOY lopHmuIHo] ocolin abo Mpi3EHIIe, iM'A, Mo GaTkKoRi $izmamol

ocobH - mianpHemnd, 1i Miclie TPOXKHBAHNHA Ta peccTpanifinui HoMep oONiKORO] KAPTKH IIIATHHEA
IOJATKIB aff0 cepid Ta HOMep TacmopTa)

I potokoen Bizyannaoroe xoarpoo eix 05.07.2023 N 2068/1.

3a pe3VIRTATAMH JEPKABHOIO KOHTPONIO BCTAHOBICHO, IO JOKAPCHKHE 3acié BBezeHo B VYEpaiHy 3
JAOTPHMAHHAM EHMOT 3aKOHOJABCTBA MO0 3abe3NeYcHAA AKOCTI MiKapChKAX 3acobiE.

W Ipama TIAJIAMAP

(i) {iHimiam T npiseEme)




Caniotac dapma M'mBX
Orro-son-Topike-Annee 1
39179 bapneben / HimeuwunHa

Ten.: +49(0)39203710
dakc: + 49 (0) 38203 71 7770

Mpoaykr:

Ne cepil:
Ne cepil Ha ynakoBsui:

HaTta TectyBaHHA:

Cropivka 23 2

SALUTAS &5y

CEPTU®DIKAT AHANI3Y

KAINbUIYM®ONIHAT "EBEBE", poaunH ans iH'ekuiid, 10 mrimn, 10 mn (100 mr) y
dnakoHi, 1 nakoH B KApTOHHIA kopobui UA

NC2754 {Ne cepil in bulk A22XHA013)

LP8O77
19.01.2023

MokasHuk HAonycTuMi HopMK PeaynbTaru
XpomaTtorpadiyHa YMCTOTA:

(BEFPX)

conieBa KMcnota He Ginbe 1 % < PiBHSA, WO BW3HA4YaETLCA
N-{p-aminoGeHzon) rnyTamiHoBa He Ginble 1 % 0%

KMcrnorta

N-10-chopmin-chonicea kucnoTa He Binbwe 1 % < PiBHA, WO BU3HaYaeTLCA
dopmMinTeTparigpontepoiHoBa 0%

KMCnoTa He Ginblue 1 %

Byab-akol HecneyudikoBaHol He binbwe 1 % 0%

cynpogigHol gomiluku

Cyma cynpoBigHUX goMillok He Ginblue 2.5 % 0,2 %

CTepunbHICTDb: Mac Bignoeigatun Bignosigae

{(E€pp. ©.26.1)

BaktepiankHi EHOQOTOKCHHM: He Binbwe 0,5 MO/Mn < 0,1 MO/mn

(€pp. ©. 2.6.14, NAN)

MepeBipka nakyeansHOro Matepiany: | XapakrepycTUKWM HaBeaeHi arigHo 3i BignoBinae

cTaHaapToM | poabipnueo.

MNpumiTka: AHaniTHyHe TeCTYBaHHA BUKOHaHO XaynT dapma BonktpparcxayceH MTmGX

[Mpu nocKnaHHi Ha CRPONEACLKY PapMakonelo MacTLCA Ha YRa3l UMHHa penakLif.

Hata supobHuLTEA:
TepmiH npuaaTHoCTI:

Hata s1nycky:
Hata srnpavi:

28.11.2022 Jwmamn/
10.2024 Dr. Albert Hesse
YnoBHoBaXeHa ocoba
/midnuc/
12.06.2023
13.MEP.2023
Fedochenko e wrmms awme.

H=GX, serkaibumbier-21 Ioi:;:W i
Tetiana Fosem S e o ot

Dt 17,0616 132503



CamwTac drapMa MeX
Orro-ron-Topike-Annee 1

39179 bapneben / HimeywunHa

Ten.: +49(0) 39203710

dakc: + 49 (0) 38203 71 7770

CropiHka 1a2

SALUTAS &5y

CEPTUDIKAT AHANI3Y

Mpoaykr: KAINbUIYM®ONIHAT "EBEBE", poaunH ans iH'ekuiid, 10 mrimn, 10 mn (100 mr) v

dnakoHi, 1 nakoH B KAPTOHHIA kopobui UA
Ne cepit: NC2754 {Ne cepii in bulk A22XHAD13)
Ne cepil Ha ynakosLi: LP8077
HaTta TectyBaHHRA: 19.01.2023
MokasHuk HonycTumMi HopMM PesynnTatm
Onuc: NPO30PWIA KOBTYBATUA PO34YUH Bignosigae
Mpo3opicTk po34UMHY:
(Cep.®. 2.2.1}) He Ginbl onanecueHTHUA, Hix Ref. Susp.1 Bignosigaec
KonbopoBicTk po3uMHYy: =Ys BiAgnoBsinae
{(€pp.®. 2.2.2)
Ob6’eM, 11O BUTSIFAETLCA: He meHwe zanseneHoro ob'emy 10,0 mn
(E€pp. ©. 2.9.17)
3Ha4yeHHA pH: 70-86 8,2
{(€pp. ©.2.2.3)
BuaumMi yacTKu NpaKTU4HO BiNbHWIA Big BUOWMMUX YaCTOK Bignosigac

(EBp. ®. 2.9.20)

HeBugumi 4yacTkM
(E€pp. . 2.9.19)

IlnpeHTHdixaLia:
®oniHoBa KKMcnoTa
(BEFPX)

Kanbuin

(€pp. ®. 23.1)

KinskicHUiA BMicT
®oniHoBa KMCnoTa
(BEPX)

2 10 mkmM: = 6000 yacTok/cpnakoH
2 25 mkM: < 600 yacTok/cdnakoH

Mae BignosinaTw

mMae BignosinaTw

9.5 - 10,5 mr/mn
(95,0 — 105,0 % Big 3anABNeHOro BMICTY)

16 yactok/cbnakoH
0 yacrox/cbnakoH

Bignosigac

Bignosigac

10,1 Mr/fmn
(100,6 %)
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