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Mapayc 'm6X
CepTtudbikaT ananisy

Hama aunpoBysans 29-02-2024

Mpodyxm NETANOH®140, kancynu no 140 mr 60 y Gnicrepi Cepin Ne 8166885

1 kancyna mictirn 173,0 Mr - 188,7 MF cyxoro GKCTPAKTY RAOAIB POITOPCNL NAAMMCTOT (36-44:1), o exsiBanenTHo 108,2 - 62,52 % cunimapiy (BEFX}, wo
eHBIBANeHTHO 140 Mr cUniMapuHy (OH®), y nepepaxyHKy Ha caniGikin (PO3YMHHMK: eTMnayeTaT),

JlwoTTixep mitpacee 5
53842 Tpoitcxope, Himeuunna

DE_NW _04_MIA_2021
_0006

Homep PIT: UA/T185/01/01
Hara peectpani: 20.02.2018 TepMin aii Beactporoso
NepepeccTpanii;
Bupetuuxk: MAJAYC TMEX
Himeutuna
Anpeca BUpofHuKa: MAIAYC I'm6X Jlinensia va anpobHUUTEO: Ceprudiivar GMP Ne:

DE_NW_04_GMP_2021_0010

Kotrrpone axocri:

MAJAYC I'm6X

Jwtrixep wrpacee 5
53842 Tpoticzopd, HiMewiuna

TePMiky DpHAaTHOCTI

Hata pupobuuuTsa 10/2023 3arankya BUpoOIeHa KiEKiCTh:
20 016 ynakosox
Hara saxinyenns 09/2028 3amoBHuk: Yipaina

3onwinniii suT s - oSonanka Karncyan Kpuurcuxa: kopwinena es THoHCHA Kopnye: BiANOBiNge
Kopuancanii 8e3 Tvcrenns Teepaa swenaTurosa
Kancyna, peamip |

3oRHiHIH BUTNAA - HAMOBHEHHS Kancyny OANOPIAIHE, YIIiabIeHmt nopeILoK KOPHMHCBO- | Bimmoeigae
FOBTOrG KONSOPY

TIIX - paxTunockonis - Cysxit SKCTPAKT ILTOMIE POITOPOTILI TLAMMCTO! BinnoBixas pedeperTri XPOMATOTpaMi Biznosigac

BEPX « naktinockonis - Cyxuif exctpakT mioais po3ToponIi nnAMHcTO

Bianceigae pedepentaiit XPOMATOTPaat

HE TeCTy8aBca (Nepioyrure
TECTYBAHHA}

€ap. ¢apm. A TepopaneHMX Aikapeerkx $OpM, EHO MicTATS CHPOBHHY
TPHPOAEGTO (TBAPHHHOIG, POCIHHHOMD afio MIHEPATEHOFD) MOXOAMCHHS

YBEPX - naxtunoexonis - Cyxuii excrpaxt momis po3TOpCTHLI BLANOBIfae petepentaii xpoMarorpasi Billnosiyae
MsMueTOl
MikpoBHa xoHTaMiHauig® - €sp. Capwm. 5.1.4-1 - Crieniansie nonomesIm Tosuuno BiAmoRinaTH BIANGBinae

3aranpHa KikKICTs aepobHix Mixpoopraniamis (TAMC)

He dinewe 10° KYO/1 ¢

Merwe 10 KYO/ 1 r

3aransna kinekicTs HPUKIKOBHRY T ceHeRIX rpubis (TYMC)

He Ginpuwie 102 KYOQ/L ¢

meHwe 10 KYQO/ 1 r

HKosuocrilixi rpamHerarusHi Bakrepii

He Ginswe 102 KYO/1 r

sMegHie ] KO/ 1 r

Salimonella

BlIcyTii/ 10 ¢ Blanosigae
Escherichia coli BincyTHal i r BiZNIORInAE
Staphviococcus aureus slacymi/ I ¢ BiANCBiAaE

Canimapsn BEPX, pospaxosaHuit gk cumibinin

[02,8 - 113,6 mr/kancyny

He TecTynanca (mepionuune
TECTYBAHFA)

CunikpreTin i chnigiasie, PO3PAXOBYETBCA AK CHMIGIHIH == MI/kAncy ity He TecTynagea (Depiommane
TeCTYRAKNR)

Cunibinin A i B, pospaxobannii ak SHmBiHiH -— mr/kancymy He TecTyBasca (Mepiomee
TECTYBAHHA)

IsocuniSinie A i B, pospaxosanuil ax crniGitin -~ Mr/Rancy.ry HE TeCTYBaBCA (nepioguyse
TECTYRAHHS)

Cumimapur YBEPX, pospaxosaruii ax camiGinin

02,8 - 113,6 mr/xancyiry

107,3 wr / gancyny

CHALKPHCTHH | curi Rignis, POPAXOBYETRCA AK CHIIIGINIK -— MI/kancyny 35,6 mr / kancynay
Cruniinin A i B, DO3paxOBINMA AK CRUTIGI Bie -~ Mr/Kancy sy 35,9 Mr/ kancymy
[ocumibinia A i B, pospaxosawnii 1k cruniBinin - Mr/Kancyy 15,8 mc / xancyny

Crwiimapus (ONPH), POBPAXORYETLCA KK CHITIGI HiH

133,0 - 147,0 Mr/kancymy

i38.8 mr/ Kancyny

IIBKAKICTS pO3YnHeHsHs uepe3 45 xs (BEPX)

ue meune 80 %

He TecTynascd (nepionuymse

TECTYBanHA}
UWlennkicTs posenHenns SHniMapHHy ucpes 45 e (YBEPX) Be Menine 80 % 192%
Cepeana Maca HANORHEHHS Kancyn 2250 -275.0 mr 2573 mr
Peananansa ke Gbme 30 xB 2xB
QnHopiasHicTs MacH IOBMINIIO BiANOBINATH BiANOBLIAE

OGo10HKA KANCYIH, GKCHA 3aniza, E172

MYDPIypPORHEE BaakuTHHiT

HE TECTyBaBea (Nepioamine
TECTYBAHHK)

Obomonka xaneym Twurany giokeun, E171

Bift JKOBTOID /IO 3KOBTO-0PAHKEBOIO KOMbOpY

e TeCTyBancA (NepiofkyHe
TECTYBAHHA)

* Kpurepii npuihormiocti MixkpoSionoriynot yneToTH iHTEPTIpETY10ThEA BiANOBIQHD AD Crp. dapm. 5.1.4

MAJIAYC I'm6X, sinnin KOHTDPOMN AKQGTI

Cropinxa | 32

Hara apyxy: 12-cepnns-2024 / Wei
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Maanayc Mm6X
Ceptudbikar ananisy

flama sunpobyears 29-02-2024

podyum NIETANOH®140, kancynu no 140 wr 60 y Gnicrepi Cepint Ne 5166885

1 kancyna micTite 173,0 wr - 86,7 mr CYXQr0 eKCTPAKTY NNOAIB PO3TOPONI AASMUCTOT (36-44:1), wo exsiBanenTHo 108,2 - 62,52 % cunimapuny (BEPX), wo
eKsisareHTHe 140 M cunimapuHy (AH®T), y nepepaxyHKky Ha cuniBiis (pO3YUHHUK: ernnaueTar).

[ Hoxiep PIT: UA/T185/01/01
Lara peectpanii: 20.02.2018 Tepmin pii Beserpokoso
nepepeccTpaiic

BupoSunk: MAJIAYC I'm6X
Himeaunna

Anpeca BHPOGHUKA: MAJAYC I'MEX Jliuenzia Ha BUPOGHUUTBO: Cepthndricar GMP Ne:
ThoTrixep wrpacee 5 DE_NW _04 MIA 2021 DE_NW_04_GMP _2021_0010
53842 Tpoitcnopd, Himeuusna _ 0006

Kontposne skocri: MAJAYC I'm6X
JiotTixep wpacce 5
53842 Tpoitcnopp, Himeuupna

Hata erpoBunBa 10/2023 3araneHa BrpoGIeHa KinbKicTs:

20 016 ynaxosok
Mara sakinvenns 05/2028 3amopnuk: Ykpaina
TepMIY NpHAaTHeCT

36epiranus: V winsxo 3AKPHTHX KOHTCHHEpAX Npu TeMmeparypi Huxue 30°C.

Komenrtap:

"Ly 3acBiadyemo, o BMmesdIHaTeRa indopMauis € nocropipHee Ta TowHOW, Usa cepiz npogyxty Gyna Bupobnena (BRIIOYAIOUH
NaKYBaHHA/MapKyBauns) | KOHTPOIE i sKoctl 3pificHIoBaRcE Ha BUINESA3HATEHIH{IX) AinbHUMi(X) ¥ mOBHIH BigmOBiIHOCT] HO BMMOr
GMP, scTanoBneHnx Micierum PETYILATOPHMM OPraHeM, T4 BIAMOBIMHO o crretikanii, o MicTHTbCA B peccrpauiffHomy noche abo
TOPTOBIN NiLe#sii kpaiu-Rupofuura abo kpafHu-iMNopTepa, AKWO RPOAYKT iMmopTycthen, afo y daiini i criennikaliere Ha
TOCHIKY BaHUA IPOAYKT. 3piTH PO BUPOOHHIITRBO, NAKYBAHUA Ta aHANI3 cepii Syme reperipeni i BiAMOBLIAOTL BiMoram GMP,

Bunyuteno 28 Gepesws 2024p. Katrin Vollmer YO

Hama: 13.08.2024

ridnuc
Mareike Hobbie

MAIOAYC I'm6X Ynosuoeakena ocoba

MAIAYC I'm6X, sinain KOHTPOMIO AKOCT! Cropinka 232 Hata npyky: 12-cepnns-2024 / Wei




