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CEPTU®DIKAT BIANOBIAHOCTI
TMpogaykt: KOKOKCWB, TabneTku, BKpUTI NrigkoBoto 060noHkKoto, no 90 M, Ne 7
(ETOPVKOKCUB KOKOKCHbB MICTPAN YKP TO/0 90mr BN. X 7)  Kinbkictb: 14 000 ynak, 98 000 Tabn.
Homep cepii: P2404277
Homep cepii Bulk npoaykry: TC2312046
API (BrpoGHVIK/HOMep cepil): Aurore Life Science Private Limited / ETXF230020
Nikapcbka gopma: ETopukokent TabneTku, sKpuTi 06onoHKo, No 90 mr
[laTa BUroTOBNEHHS (Micaus/pik): 12/2023
[laTa ynakoeku: (aeHb/MicsLb/piK). 25/04/2024
Tepmin npuaaTHocTi (Micaub/pik): 11/2027
Tur Ta po3mip ynakoku: 7 TabneTtok X 1 onictep
Micue BupobHuuTea: POHTIC XEJIAC MELIKAIT EHO PAPMACBIOTIKAIC MPOOAKTC C.A.
Cawt ynakosku: POHTIC XEJUIAC MEOIKAT EH,D,‘_'(DAPMACbPOTIKAJ'IC. NMPOLAKTC C.A |
Cait nepesipku koHTpomnto akocTi: POHTIC XENNAC MEZJIKAN EHO ®APMACBIOTIKANC MPOOAKTC C.A

Homep niueH3ii Ha BUPOBHNULTBO! 0000010664/23/1
Homep peecTpauiiHoro Nocelia4eHHs: UA/19968/01/03 Kpaira-imnopTep: YkpaiHa
BuroTosneHo ans: Mistral Capital Management Limited. PesaynbTaTv aHaniay: Avs. ceptiddikar aHaniay

Uum a 3acsiguyio, W0 HaBeaeHa BULle iHbopmaLia € AOCTOBIPHOK Ta TOYHOO. Lo naptito NpoaykTy 6yno
BUrOTOBJ/IEHO, YNAKOBaHO Ta MPOKOHTPO/1bOBAHO Ha BULLLEe3a3HAYEHOMY MICLL (-ax) y nosHiit BignoBIAHOCTI A0
sumor EC GMP gns 3abesneueHHs BiANOBIAHOCTI MaPKETUHIOBOMY AOPYHEHHIO KpaiHu-imnopTepa. 3annucu npo

cepiiHy 06 pobKy, nakyBaHHA Ta aHasi3 aHanisy 6yau nepernaHyTi Ta BU3HaHI TaKMU, WO signosigatote GMP.

BigxuneHHs, AKi MOXYTb MaTh HeraTUBHWI BrAKB Ha AKICTb NPOAYKTY: v’ Hemae

Lia napTia BUNyWeHa Ha PUHOK. ] TaK, AuB. KOMeHTapi

KomeHTapi/3ayBarkeHHA: N/A

Nara: 21.05.2024

(Im's, YO) /midnuc/
Bbobona €sarenin

(YnosHoBakeHa ocoba, W0 3a3HaveHa B

DOupextusi 2001/83/EC)

HaljioHansbHa opraHizauia 3 Jfikapcbkux 3acobis, Homep ceptvdikara: 93103/7-9-2023, Homep A03BONY:
0000010664/23/1, srigHo 3i cTatTelo 40 AUpeKTuBH 2001/83/EC, WO TPaHCAIOETHCA B HauiOHaNbHE
3akoHoaascTeo AY3(a)/T. M. 32221/29-4-2013 Ct.57
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CtopiHKa 23 2

BUMYCK CEPIi TOTOBOI ynAHOBAHoT '
MPOAYKLIT 3BIT D23-078-01

| BupaanHsa Ne S

[aTa suaadi: 17.01.2022
[arta HabpaHHA uMnHocTi: | 26.01.2022

3BIT NMPO BMNYCK NAPTII I'OTOBO'I' VIIAKOBAHOI NPOAYKUII

| NPOAYKT: ETOPMKOKCUE KOKOCUB MICTPA/T YKP T®I1/0 50m2 B/1.X7 | CEPIA HOMEP: P2404277

[ATA BUTOTOB/IEHHA: 12/2023

TEPMIH FIPH,D,ATHOCTI: 11/2027

BUPOBHWYUI HOMEP: PH3921/23, PH3993/23, DP1329/24

“PO3MIP CEPIi : 14000 ynak. +30

3pa3KiB.
KOHTPO/IbHWI CMIMCOK AOKYMEHTALLI 3ANUCY YMNAKOBAHO! TEPEENAHYTO
. nPOAYKLII _

No BUPOBHULTBO KOHTPO/1b

gnl GbOPMU/AOKYMEHTH OPT  AKOCTI DPT

1 3ANNCU BUPOBHULITBA CEPIA /nidnuc/ H/3

2 | 3AMUCK NAKYBAHHA CEPIV /nionuc/ H/3

3 | AOKYMEHT KOHTPO/IIO T POLLECY i, YAC BUPOBHULITBA /nidnuc/ _. /nidnuc/
| 4 | BOKYMEHT KOHTPOJIIO MPOLIECY M4 HAC [MAKYBAHHSA /nidnuc/ /nidnuc/

5 | AHAZITUYHWIA 3BIT 3 KOHTPO/IHO AKOCT! H/3 /nidnuc/

BIAMOBIAHICTb 3 MPOUEAYPAMMN CUCTEMMWM AKOCT]

FAPAHTIA AKOCTI B DPT

/nionuc/

NEPEFNAAV/MEPEBIPKM YNIOBHOBAXEHO! OCOBW

| Y pasi cepipianizauii napTil, niagrseparKeHHs KiNIbKOCTi cepiltHux HOomepiB MiX ThM, WO

| npepcTaB/ieHo B TRACELINK, i KopobKamu ynakosaHoro NPOAYKTY BiANOBIAHO [0 3anucy H/3

| na"pTiT.BmKoHye"rbcﬂ'_ynosHoaameHom_oco‘6o+‘0 o I -
3anucn npo  cepi byau nepernaHyTi, nepesipeHi Ta BiANOBiAalOTL cneundikauiam ‘/
peecTpauiiHoro A0CLE | o
Mepesipka npoueaypn 3MiHW CTaTycy NpoAyKTy (3 KapaHTUHY Ha BUNYLIEHNN NPOAYKT), WO /

BUKOHYETHCA uepes cucremy ERP, _-BMKOHye_Tbca'_,ynosHosameHmo_ocoﬁoro_

[ YNIOBHOBAMEHA OCOBA POHTIC XE/UTAC MELIKAJ
~ EHA, ®APMACBIOTIKA/C MPOAAKTC C.A

MANUC / AATA BUNYCKY

Bobona Esarenis
Bunyck cepil

/nionuc/ 21.05.2024
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TCL1ET

TC2312046

333 333 TabnevoK

AATA 'BM'PGB H MuTBA

12.2023

Nocunaxysa Ha Cep-T BiANOBIAHOCT]

KomeHtapi : N/A

 CNEUUGIKALIA

_PE3YNILTATM |

(BM)

1800ONYyKAI TabNeTKM A6AyKONoAi6HOT PopMy, BKpMTl oGonomom

Bi0ro KONbOPY, 3 TNCHEHHAM «90» 3 OAHIEI CTOPOHW Ta rAaaKi 3 iHwol |

BIANOBIAAE

|aeHTUIKaLLA empmaoucm6y
A. BEPX
B, Yb-cnekTp

(BM)

A. Yac yTpMMyBaHHA Bi4NOBIAAE CTaHAaPTY (KinbKicHe BM3Ha4YeHHA).

B. CnekTp BiANOBIAAE CTAaHAAPTY.

A. BIANOBIAAE
B. BIAMOBIAAE

Poawpm (WnpuHa X p,OBmMHa)
(BM]

S1X83mMmE7,5%
(7,50 - 8,70) X (7,69 - 8,92) mm

812 X8,33mm |

OpHopiaHicTs macy (Eur. Ph. 2.9.5)

NMT 2 oannuib > AW £ 7,5 %
¥Woaroi ognHuui > AW £15,0 %

BIAMOBIJAE*

Ph. 2.5.12)

BmicT Boaw (3a Kapnom-d)i:.ﬂepom) (Eur.

He binbwe 3 %

1%

KinbKicHe Bu3Ha4YeHHA
(BEPX) (BM)

95,0 -105,0 %

101,3 %

PoO3ynHeHHA
(BEPX) (BM)

(Q) 80 % 3a 15 x8 '
(3riaHo 3 Eur. Ph. 2.9.3)

97%
Mix.: 93% (S1)

OHOPIAHICTE A030BAHUX OANHULb
(Bapiauis macw) (Eur. Ph. 2.9.40)

[na nepmwx 10 oomHMUb - AV £ 15,0 % (Lll)
260 Ons 30 oanbuub: AV < 15,0 % (L1) i
SKOAGH BMICT Y OKPEMiit L030BaHIN OANHULI He € MEHLINM 33
(1-12%0,01)M i He € binbwnm 3a (1 + L2x0,01)M
{ge L1=15,0, a L2 =25,0) (Bigriosinae Eur. Ph. 2.9.40)

AV = 3,7 %
PigeHb L1

CynpoBiaHi [OMILIKU
(BEPX) (BM)

| Nomiwka F: €0,2%

Makc. Halbinblia iHaMBiayanbHa HeineHTdikoBaHa aomiwka: €0, 2%

Cyma pomiwok: £0,5%

0,03 %
0.!03%

\nenTvdixauia TUTany pioxeuay (BM)

YTBOPIOETHCA HOBTYBATO-OPaHKEBE 3abapBneHHa,

BIANOBIAAE

MikpobionoridHa YucroTa

(Eur. Ph. 2.6.12-2.6.13)
(BUKOHYETLCA Ha KOXHil 10-7t napTii abo

TOTO, WO MAaE HalBMILY YacToTy)

| npuHaimHi Ha oZHik napTii Ha DiK, 33/1€KHO BIf

TAMC: 103 KYO/r (MagcumanbHO JoNyCcTMma KinbKicT = 2000)

TYMC: '1'02' KYO/r (MaKkcumanbHO A0NYCTUMA KinibKicTb = 200)
Escherichia coli: BiacyTHs/r |
(Bignosinae Eur. Ph. 5.1.4-1)

< 100 KYO/r
< 100 KYO/r
BigcyTtHa/T

BUMYLLEHO/BIAXWNEHO

BUMYLLEHO

/nanuc/

BUMYCK
DimiTpa MKauiy

14 6epesHn 2024

MeHepxep 3 Komponm axocTi - YO

BuiuesasHaueHi Tecty onucaui 8 MOHOTPA®II TOTOBO
| npoayKTiB 3 ipeHTHdikauinHuMn Homepamu: TCO3ET & TCL1ET.

ro HPO,EI,VKTV TA AHAIIITM‘-!HOMY 3BITI 3 KOHTPOMO AKOCTI ann

| BM —-_BHyTpimHiﬁ MeTon

| KomenTapi: ND: He BusBneHo, *Pe3ybratu IPC.

BEPCIs1 2b, 16/10/2020

s * EXHIBIT 4, BAJAHHA ¢
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TA KOHTPOJIIO 3A HAPKOTHUKAMMHM y m. KHEBI
npos. Hanii Ceitan4nof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

npo sIKICTH BBE3CHOIO B Ykpainy JiKapcbKoro 3aco0y

11.06.2024 No 20842/24/26

. KOKOKCHB

(HalMeHyBaHHS HiKﬁpCE(O!“I) 3aco0y ATIAHO 3 peec*rpauiﬁtmm nocninqe;mﬂml)
rabaerKy, BRKPHTI IIIBKOBOIO 06010HK010, M0 90 Mr; o 7 TADJCTOK Y 6aicrepi; mo 1
) Gaicrepy B KapTOHMil xopobui

(dbopma BUICKy, 103y BAIINSL BUA NAKYBaHIL sikapeLKOro 3acofy)

‘Howmep peecTpauiiHOro NOCBiT4EHHA UA/19968/01/03 crpok aif peecTpauifHOro NOCBIA4SHH 03.04.2028

Cepist nixapcbkoro 3acoly Ne P2404277 ICiiLKICTh BBE3EHOTO HiKapChKoro 3acoby 5000

N POHTIC XEJJIAC MEIKAJI EHJ ®APMACBIOTIKAJIC
S TIPOJIAKTC C.A., I'penin

(nadimeny Baiis BupodHUKa siikapenkoro 3acofy, kpatHa NoXo/KCH H$)

Baeseno B YKpaiy TOBAPHCTBO 3 OBMEXKEHOIO BIAIIOBINAJIBHICTIO
"BYCT ®APMA", inenr. koa: 44107410 -
(HalMeHyBaHH: Ta KOX 32 CAPTIOY iopuAnuHOi 0cobH abo npizsuuie, iM'd, no 6arLKoBsl
izuunoi ocobu - piAnpUEMLS, 1T MiCUC APOIKHBAHTIA T peccrpauifHuil HoMep ofnikorol
KAPTKU TIIATHHKA noparkis abo cepid Ta HOMEp (acropTa)

I1poToKos Bi3ya/ibHOr0 KOHTPOJIIO BiX 11.06.2024 N= 2060/4.

3a pesynbTaTamMp AEPHKABHOTO KOHTPOJIO  BCTAHOBAGHO, L0 fnikapcbkuit  3acié  BBE3EHO B Vipainy 3
_HGTPHMaHHﬁM BUMOL 3AKOHOIABCTBA OO 3a0e3neeHHA AKOCTI nxux 3ac001B.

Mukona XOJIOJEHKO
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