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CEPTU®IKAT BIANOBIAHOCTI

Mpoaykt: KOKOKCUB, Tabnetku, BKPUTI NNIBKOBOIO o6onoHkoto, no 90 mr; Ne 7
(ETOPWUKOKCUB KOKOKCWB MICTPAIT YKP TOM/O 90mr BJ1. X 7)  KinbkicTb: 14 000 ynak, 98 000 tabn.

Homep cepil: P2404277

Homep cepii Bulk npogykry: TC2312046

API (B1poBHviK/Homep cepii): Aurore Life Science Private Limited / ETXF230020

Nikapcbka dopma: ETopukokent Tabnetkw, BKpuTi 0BornoHkoto, no 90 Mr

[laTa BUroTOBrEHHS (MicALb/pik): 12/2023

[laTa ynakoBku: (aeHb/MicsALb/piK): 25/04/2024

Tepmin npuaaTHocTi (Micsub/pik): 11/2027

Twri Ta poamip ynakosku: 7 Tabnetok X 1 GricTep

Micue BupoGHuuTea: POHTIC XEJUIAC MELOIKAI EHO PAPMACBIOTIKANC MPOLOAKTC C.A.

Caiit ynakosku: POHTIC XEMIAC MELIKAN EH GAPMACBIOTIKAIC MPOJAKTC C.A
CaiT nepesipky koHTporio sikocTi: POHTIC XENNAC MELIKAN EHO ®APMACBIOTIKANC NMPOAAKTC C.A

Homep nileHsii Ha BUPOGHNLTBO! 0000010664/23/1
Homep peecTpauiiiHoro nocsigqents: UA/ 9968/01/03 Kpaina-imnoptep: Ykpaira
BuroTosneHo ans:; Mistral Capital Management Limited. PesynbTaTtv aHanisy: Avs. cepTudikar aHanisy

Uum a 3aceigdylo, WO HasejeHa BuiLe iHpopmaljia € [OCTOBipHOW Ta TouHOt. Lo napTito npogykty 6yno
BUIGTOB/IEHO, YNaKoBaHO Ta MPOKOHTPO/LOBAHO Ha BULLE3a3HaYEHOMY Micui (-ax} y noewi#t BignosigHOCTI A0
sumor EC GMP gna 3abesnedeHHa BiANOBIAHOCTI MapKETUHroOBOMY ZOPYYEHHIO KpaiHu-imnopTtepa. 3anmcn npo
cepiitHy 06pobKy, NakyBaHHA Ta aHani3 aHanisy Byav nepernaHyTi Ta BU3HAHI TakUMK, WO signosigatoTe GMP.

BigxuneHHs, AKi MOXyTb maTh HeraTUBHMUI BINJIMB Ha AKICTb NPOAYKTY: v/ Hemae
Lia naptia BunyLieHa Ha PUHOK. [ TaK, AnB. KOMeHTapi
KomeHTapi/3ayBaxeHHA: N/A

[Aara: 21.05.2024
im'a / Mignuc:
(Im'a, YO) /ridnuc/
bobona Esarenia
(YnosHosaskeHa ocoba, W0 3a3HaveHa B

[OupekTusi 2001/83/EC)

HaujoHanbHa opraHisauia 3 NiKapCbKMX sacobis, Homep cepTudikaTa: 93103/7-9-2023, HOmep [J03BOAY:
0000010664/23/1, 3rigHo 3i cratrelo 40 [lMpexTusu 2001/83/EC, WO TPaAHCNIETLCA B HaUiOHaNbHe
3akoHoaascTeo AY3(a)/l. M. 32221/29-4-2013 Cr.57
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CropiHka 232

BUMYCK CEPIi rOTOBOT YMAKOBAHOI

nPOAYKLII 3BIT D23-078-01

BupaarHa Ne 9

[OaTa Bugadi:
[lata HabpaHHA YHHOCT:

17.01.2022
26.01.2022

3BIT PO BUNYCK MAPTIi FOTOBOI YNAKOBAHOI NPOOYKUIT

MPOAYKT: ETOPMKOKCME KOKOCUB MICTPA/1 YKP T®I1/0 90ma b/1.X 7

CEPIi HOMEP: P2404277

JIATA BUTOTOB/IEHHA: 12/2023 TEPMIH NMPUAATHOCTI: 11/2027
BUPOBHWYMWI HOMEP: PH3921/23, PH3993/23, DP1329/24 :S;'fif CEPIT : 14000 ynax. +30
KOHTPO/IbHUM CTIMCOK [LOKYMEHTALLIT 3ANINCY YMAKOBAHO! EPEFAHYTO
NMPOAYKLT

Ne BMPOBHULTBO KOHTPO/ib
3/n SOPMM/AOKYMEHTU DPT AKOCTI DPT
1 | 3ANMCY BUPOBHUWLTBA CEPIA /nidnuc/ H/3

2 | 3ANVCK NAKYBAHHA CEPIVA /nidnuc/ H/3

3 | JOKYMEHT KOHTPOJIHO MPOLIECY NI HAC BMPOBHWLITBA /nionuc/ /nidnuc/
4 | JOKYMEHT KOHTPOJIO NPOLIECY MIJ YAC MARYBAHHA /nidnuc/ /nidnuc/
5 | AHAITUYHWIA 3BIT 3 KOHTPOJIKO AROCTI H/3 /nidnuc/

BIAMOBIAHICTb 3 MPOLIEAYPAMU CUCTEMM AKOCT! PAPAHTIA AKOCTI B DPT
A A A /nidnuc/

NEPErNALAN/MEPEBIPKN YNOBHOBAXEHOT OCOEU

Y pasi cepipianisayii naptii,

NiATBEPAMEHHS KibKOCT CepitHMX HOMEPIB MIX TUM, WO

npeactasneHo 8 TRACELINK, i KopoBKamn ynakosaHOro NPOAYKTY BiANOBIgHO [0 3anucy H/3
napTii BAKOHYETbCA YNIOBHOBAXKEHOIO ocoboto

3anmcu npo cepi Byau nepernaxyTi, nepesipeHi Ta BiANOBIAaTL cneyndikaLiam /
peccTpauiiiHoro AoCbe

Mepesipka NpoLeaypy 3MiHU CTaTyCy MPOAYKTY (3 KapaHTHHY Ha BUMYLLEHNU NPOAYKT), WO /

BUKOHYETCA Yepes cuctemy ERP, BUKOHYETHCA YOBHOBAMEHOIO ocobor

YNOBHOBAEHA OCOBA POHTIC XE/UTAC MEAIKAJ
EHA, ®APMACBIOTIKA/IC MPOAAKTC C.A

MiANUc / AATA BUNYCKY

Gobona Esarenis
Bunyck cepii

/nidnuc/

21.05.2024
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CEPTU®IKAT AHAJI3Y
. 'pvm I’IJ’IlBKOBOIO oGonomcoro, no 90 Mr
. aAm . Ko4. [ Teaer
L HOMEPQEPII;POH‘ il TC2312046 . P03MIP CEPII 333 333 tabnetox
OATA BUPOBHULITE 3 12.2023 TEPMIH nPMJlATHOCTI MocunaxHa Ha Cep-T BiANOBIAHOCTI
OMEHTaQ N/A
. TECM  CNEUMODIKALIA | PE3YNbTATM
onuc ,ﬂ.Boonme Ta6neTKM abaykonoaibHoi cbopMM, BKpl/ITl 060)10HKOIO,
BIANOBIOAE
(BM) 6in0r0 KONLOPY, 3 TUCHEHHAM «90» 3 O[HIET CTOPOHM Ta [N1AAKI 3 iHwof
|BeHTHGIKaLiA eTOpUKOKCMBY
A. BEPX A. Yac yTprmyBaHHsa BiANOBIAAE CTAHAAPTY (KinbKicHe BU3HA4YEHHA). A. BIAMOBIOAE
B. Y®-cnekTp B. CnexTp BiANOBIAAE CTAHAAPTY. B. BIANOBIAAE
(8M)
PO3MIp (LINPUHA X BOBKUHA) 8,1X83mMm+75%
(BM) (7,50 - 8,70) X (7,69 - 8,92) mm 8,12X8,33 mm
R NMT 2 opuHnib > AW £ 7,5 % *
OpHopianicts macu {Eur. Ph. 2.9.5) WoaHol orwHuL > AW £15,0 % BIANOBISAE
BmicT Boay (3a Kapnom ®iwepom) (Eur. . o o
Ph. 2.5.12) He Binbuie 3 % 1%
KinbKicHe Bu3Ha4YeHHA
5,0 -105,0 % 101,39
(BEPX) (BM) 95,0 -10 o 01,3%
PO3UMHEHHA (Q) =80 % 3a 15 x8 97%
(BEPX) (BM) (3riaHo 3 Eur. Ph. 2.9.3) MiH .: 93% (S1)
[Ina nepwmx 10 oautnyb : AV £ 15,0 % {L11)

A a6ogﬂMAV<lso%(Ll)'
OAHOPIAHICTL A030BAHMX OANHLIL KOZLEH BMICT'Y OKpemilt 4030BaH% OANHUUI HE € MEHWINM 33 AV =3,7 %
(Bapiauis macw) (Eur. Ph. 2.9.40) (1-12 x0,01)M i He € Binbwum 3a (1+02%0,01)M PiBeHb 1 L1
{ge L1 = 15,0, a L2 = 25,0} (Bianosigae Eur. Ph. 2.9.40)
- . Domiwka F: <0,2% ND
Cynp(%BE‘g';; (;li.aol\l;ln)lmxw Makc. Haibinblia inansinyanbHa HeineHTUbiKOBaHa fomiwka: £ 0,2% 0,03 %
Cyma_gomiwok: < 0,5 % 0,03 %
IaenTvudiauia TuTaHy SioKkenpy (BM) YTBOPIOETLCA HOBTYBATO-OpaHKese 3abapsnieHHaA. BIANOBIJAE
"’:L“Poiiﬁ“;rsi”;;;‘gclga TAMC: 10° KYO/r (MaKcumanbHo AOMYCTUMA KislbKicTb = 2000) <100 KYO/r
ur. Ph. 2.6.12-2.6. a2 S < 100 RKYO/r
(BAKOHYETHCA Ha KOXHil 10-7t napTii 360 TYMC.-IO. qu/r FMaKCMMaanO JonycTUma KisibkicTs = 200) hin THﬂ//l'
npuHalimKi Ha oauil napTii Ha piK, 3aN1€XHO Big, Escherichia coli: B'ACYTHﬂ/f Acy
TOTO, U0 MAE HAkBULLY YaCTOTY) (Binnosigae Eur. Ph. 5.1.4-1)
BUNYLLEHO/BIAXHUNEHO BUMYCK manuc OATA
RBimitpa Mkauiy 14 Gepesnn 2024
BUMNYLIEHO MeHemKep 3 KOHTPOMIO SKOCTI - YO /mamc/ P

meesasuaqem TEcTV ONuUcaHi B

MOHOIMPA®IT TOTOBOFO NMPOAYKTY TA AHAZIITUMHOMY 3BITI 3 KOHTPOJTIO AKOCT! pna
NPOAYKTIB 3 ipenTUdikanitHumn Homepamu: TCO3ET & TC11ET.

BM — BHyTpiWwHiA MeToa

KomenTapi: ND: He Buagneno, *Pesynsraty IPC.

BEPCIsI 2b, 16/10/2020

Cmopixka 13 1
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