JAEPKABHA CIIYKBA 3 IIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
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_PUBL'STYNH KNP-TEBA

{HE’IHMEH}’B&HHH }m:&p CHKOFQ 3aC00Y 3TIAHD 3 peectp: dumami HGCBI,&%HHEM) ..
Kaneyan no 500 mr no 10 xancya v Gaictepi; 10 9 6311(:’?&;313 Y KapToRHIA KopoOui

{bopma sunyeky, [03yBanyy, BUA AaKYBaHHS FIKAPCHROTO 3aC05¥)
HoMep peccTpailiifiiore nocsigieins UAf 6681/01/01 c'rpe}c-_.;ii‘jf peecTpaniiiuoro nocsiguenss 01.01 ;_-2.{1"99:
Cepis nixapesroro sacody Ne 0020323 Kinexicrs Bsesenoro nixapeskoro saco6y 3380, }

Bupobuuk. AT Qapmanestuusnii 3aso) Tepa, Ympzﬂ,ﬂﬂa -

{HakliMEHYBAHKA BUDODRUKS TKAPCHKOTO 33C0o0y, KpaiHa HGK{}E.},}KEHHE}

Beezeno p Yxpainy Tosapucrso 3 obMexenow sinnosigarsaicTo "Tena Yxpazﬁa” inenT.
_won: 34770471

{Hanmmyﬁaﬂm ta koA 38 CIPHOY wopuaunanol ocobu aﬁu HpiEBHIL{E: iM'a, 110 GATEROB {]Jmﬁszm
OcodH - manpuemi, I MICHe IpOKHBARHT T4 peccrpantiinnil somep 06aixoBol xapTiy iinarumka
noaTkin-abo cepiy Ta HoMep nacnopTa)

Iperoxon sizyamsuore xourpomio six 08.09.2023 N: 2787/1.

34 peIyHTaTAMH  AEPIKABHOTO  KOHFPONIO BOTAHOBNEHO, IO JTIKAPCHREIN 3aCiB  BBeieHo B YKpainy 3
JOTPUMAHHSIM 5ot 3aK0HONABCTEA IOAC 30e3MEYSHHS AKOCH ATKAPCHKHX 3ac0B1B,
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teva L

Ceptudikar AHaniay

Pw6’ auui wup ~TEBA, kancyau no 500 mr, N2 90, Ykpaina

Honep cepii: 0020323 HomeHKnaTypHuii kopa;: 84017065
Harta BupobuuuTea: bepesenb 2023 TepmiH NpMAATHOCTI; Bepesennb 2025
Jara ananisis; 29 KBiTHA 2023
Dosiaka: SDIR002609/7 | |
BUnpo6ysaHHA “ : Cneundikauin L | Pesynbrati
Onuc _ bAiao-KOBTI NPO30pPi M AKI KenaTnHOBI Kancyau Bignosigae
OBafbHOI opMM, LLO MICTATE NPO30PY, 6E3 YacToK,
31erKa B'A3Ky ONil0 XOBTOIo KOAbOPY, 3
) | XaPaKTEPHUM - TIPUEMHNM 3aMaxXom |
lpeHTudikaui A (Onwmc) |AEHTUYHO Bianosinae
laeHTndikauia B (noka3sHMK | A&€HTUYHO Bianosipae
33aN0MAEGHHA) |
CepegHs maca BmicTy 500 mr £5% 459 mr
IHauBIAYanbHa maca BMICTY He meHwe 90%: cepeaHa maca BmicTyt 5%, Bianosinae
He Binbwe 10%: cepeaHa maca emicty+ 10%
Po3snagaHHa He 6inblue 30 xs. 2 XB.
Moka3snwk 3anomnerns {npu 20°C) He meHwe 1,480 - He binblie 1,485 1,483
KnucnoTHe yucno | He 6inbwe 2,0 0,1
MepokcnaHe YNcno He Ginbwe 15,0 2,3
HeomunnioBaHi pe4oBuHHK He 6inbee 2,0 % 0,5%
Cknag MupHux kucnot (FX)
C20:5 EvkosaneHTtacHoBa kMcnotTa | 16 —20% (BigcoTok naoww,i nixka) 17 % nnouw,
C22:6 flokosarekcacHoBa kucnota | 10 —13 % (BigcoTok naowwi nika) 11 % nnouw;
Bcboro Omera-3 KMpHUX KUCNoT He meHwe 30 % {BigcoTox naoLw nikis) 33 % nnouwi
Mikpobionoriuva yncrora
3aranbHa KinbKicTb aepobHux He 6inkwe 10000 KYO/r <10 KYO/r
‘MIKPOOpraHiamis
3aranbHa KinbKicTb APDKAMKOBUX | He binbwe 102 KYO/r 1 <10 KYO/r
nniceHeBux rpubis | S
ToNnepaHTHI 4O }KOBUI rTpamHeraTuBHi He 6inblue 102 KYO/r < 1KYOQ/r
baxTepii
Cneumndivni mikpo-opradizmm
Escherichia coli BigcyTHicte B8 1T BigcyThHa
Salmonella BiacyTHicTe 810 1 BiacyTHnA
Staphylococcus aureus BiacytHictb B 1T BiaoCcyTHA

LicHum a 3aTBEpAXY!HO, O HaBegeHa BULLE iIHPopMaLia nepesipeHa B BiANOBIAHOCTI 3 ﬂpMHLI,MI'IBNIH GMPiB
BIAMNOBIAHOCTI 40 BUMOT PEECTPBLLIAHOMO AOChE.

Jlor 3atBepaKeno: Puskas Zsofia
Nocapa: KepiBHUK nabopaTopil KOHTPOAIO AKOCTI
BunyweHo: Tothne Jakab Gyongyi

AcucTeHT Bigainy 3abeaneveHHs AKOCTI
Jara Bunycry: 08 uepsHa 2023 10:01:30

Ockinbkn uei JoRyMeHT chopmMoBanO y 3aTBEpIKEHN C) s"' SMANPAB T
AOKYMEHT NiANUCaHO B eleK] fa afECTy M\f éﬁ‘rnﬂ@i@
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teva

Ceptudikat Cepii BupobHuka ans
Mepgun4Hux MNpoaykTis, Wo EKCNOPTYOTLEA

1. Hazsanpoaykry..
Pub’auunit xup-Tesa, kancyau.no 500 mr, N290 (9 6aicr. x 10 kanc.)
2. KpafHa-imnoprep.
‘YKpaida
3. Homep peecTpauinHore NocBiAYEHHA
Ne UA/6681/01/01
4. Cwnna/AKTUBHICTD.
Pué’aunin xxnp 500 mr
5. dopma posysaHHA {(nikapcbka gopma).
Kancynau no 500 mr
6. Po3mip nakyBakHs {(BMICT KOHTEW Hep'a)'_'i'.'T'ﬁh' (H=a, dnakoHn, MAAWKK, DnicTepn).
9 6nict. x 10 Kancyn B Kopobui, 3aranbHa KiabKicTb: 3380 Kopobok
7. Not/Homep cepii.
0020323

8. [JaTa supobHuursa.
03.2023

faTta nakysaHHA
05.2023
9. TepmiH NnpuAaaTHOCTI:
03.2025
10. Ha3Ba, agpecu i HOMepa AileH3IN.
AT dapmaueBTMUHMM 33804 TeBa
Ainaunka 1: H-4042 fle6peueH, Bya. Nannari 13, YropuwuHa

HU-M-Teva

BupobHULTBO v
MNakyBaHHA %]
KOHTpOANb AKOCTI &
Bunyck cepii M

11. Homepm BignosigHocti GMP Beix [i/IAHOK, epepaxosanHmx B nyHKTi 10.
OGYEI/18953-8/2021
‘OGYEI/28650-3/2022
12. PesynbtaTty aHanisis.
[oaawTbea,
Homep 3BiTY: 862,898

13. KomeHTapi/3ayBaxeHHs. e

M oaHe BiaxuneHus He sigbynocs B NpoLieci BUPOGHULTBA, NaKyBaHHA ab0 TeCTyBaHHA
L] Otpumani BigxnnenHs 6yam BianoBigHo BuBUEHi i BUPiLLEHI
3BiT 1D:
0 Npoaykr nepesunyijeHo
L1 Lle 6yna Banigauiina cepis
[ Npouyeaypa ynpaBaiHHA 3midami 1D:

TEBA ®apaestikan Jra, Homep Minenaii: HU-M-Teva Hosep Bixnosimuocri GMP: OGYEI/18953-8/2021

Bianin xonTpesio AxocTi -

H-4042 Jle6peuen, syn. [amwrari 13- Tem: +3652-515 100 ®ake: 43652515 119 -www. teva hu

Homenxnarypunit kog: 84017065 |




teva

BupobHuk API

Im’a; KO Hopeew AC

Agpeca: CrpaHprata 60, Bpatrear, No-6270, Hopseris

ABTOPU3ALINHMKA HOMmep: 9742-1

Homep GMP Eudra abo ceptudikary siganoeigHocti GMP:  19/16867-2

Homepa rpadiunnx marepianis:

IHCTPYKLA: 20012570 0522
ETHUKeTKa: -

bricTep: H40

Kopobka: 20179260 0522

YMoBHM 36epiraHHs roTOBOro NPOAYKTY: He 36epiraTv Npu TemnepaTypi Brlle 25°C.
Hata sunycky: 07/06/2023
Homep TexHiuKoi yroam: IC-QTA-178B

14. 3anBa npo cepTudikaLio: |
OiNCHUM 51 3aTBEPANYIO, WO HABEAeHA BULLE 'i'Hd'abp'M:a'uiﬁ'é tﬁpaé}i{ﬂbmo”i'TqutJ}o'.-?Ll'ﬂ cepia
NPOAYKTY 6y/aa BUrOTOBAEHA, BKNIOUAIOUU NAKYBAHHA/ MapKyBaHHA i KOHTPO/1b AKOCTI Ha BULLLE
BKa3aHil ainanui (ginAHkax) 8 noediii signosigHocTi go Bumor GMP, scTtaHoBaeHMmMK
MiCUEBUM perynatopHUm opraHom, i B signosigHocTi go cneuymndikanin Toproeoi aineHsii
KpaiHu-imnopTepa. MpoToKoan BUpOOGHULTBA, NaKyBaHHA | aHanisie cepii 6yno posraaHyrto i
‘BU3HAHO BIiANOBIgHICTE A0 GMP. |

15. Im’s.i nosuuis/nocaga ocobu, sKka cxeannna BUNYCK CERIl ANs NOCTaBKMU.
Magdolna Molnar Bojtos Pharm.D.
YnoeHosaxeHa ocobua
Bigain 3a6e3neueHHs AKOCTI

16. Nignuc:

17. AaTai 08 yepeus 2023

Tesa Papmayeerninan Slimimed,

H-4042, Y2opuwiuna, Aebpeyen, Monriasi cmp. 13

Crop.131 Homep 3eimy: 862,898.00 UKRAN From: LIMS_PROD




