Tesa ®apmacbroTurans Jra.

ATy

[Tepunmonpun-Tesa, TaGneTkH, MOKPHLITHIE MIEHOUHOM 060104K0H, 10 Mr, 30 TabneToK B yNakoBKe

Homep cepun:

Jara npousBoacrsa:
Jara anaausa:
Ceplika:

Tecr

Onucanue

[ToanuHHOCTE

(YOXKX)

[MoanMHHOCTE (Y-
CnKTpodoTOMETpHUS)

[ToanuHHOCTE
KpacuTens
JHUOKCH)

(TuTaHa

[TognuHHOCTE
KpacuTens
OKCHI)

(»xenesa

[TopnuHHOCTE
KpacuTens (XHHOJIUH
xenTelil) (BOXKX)

[TonnuHHOCTE
KpacHTens
(OpunnuaHTOBBIH
roay6oit) (B2XX)

CEPTUD®UKAT AHAJIU3A

2050320 Kon nora:

mapt 2020 Cpok rognocru:
01 anpens 2020

SDIR003020/2

Cneundukauus

JBosikoBbINyK/Able TaOMEeTKH, KarncynoobpazHoi
(opMBI,  MOKpBITBIE MIEHOYHOH  000J04KOM
CBETJIO-3EJIEHOrO 1IBETA, C JEKOPATHBHOM pUCKOH
«10» no kpawo Tabnetkm ¢ obeux crtopoH. Ha
OJIHOM M3 CTOPOH — rpaBupoBKa «T».

Bpemena yaepikuBanus OCHOBHBIX [HKOB Ha

Xpomarorpamme WCITBITYEMOTO pacTBopa
JOJIKHBI COOTBETCTBOBATH BpeMeHaMm
YAEP)KHBAHHUA  THUKOB  TOJYOJCY/b(hOHOBOM

KHCJIOTBI H MNEPHHAOIMNPHJIA Ha XpomaTorpamme
CTaHdapTHOrO pacTBopa.

V@-cnekTpbl NOTAOLICHHSA OCHOBHBLIX MHKOB Ha
XpoMaTorpamMme  MCIMBITYEMOro pacTBopa B
obnacty ot 195 go 350 HM JOMKHBEI UMETH
MaKCHMYMBbI MOIJIOLIEHMS MPH OIHHMX H TeX e
JUTMHAX BOJH, YTO U Y®-CneKTpbl MOTIOLIEHHS
MTUKOB TOJIYOJICYIb()OHOBOH KHCTOTHI M TMEPHH-
J0NpHia  Ha  XpOMaTOrpaMMe  CTaHJapTHOTO
pacTBopa.

- OpankeBoe KpacHOe OKpallHBaHHe

I"'onyboe okpatvsanue

Bpems  yaepskuBaHuA
XMHO/IMHA ~ JKEJITOr0  Ha  Xpomarorpamme
MCCIe1yeMoro pacTBopa J0JKHO
COOTBETCTBOBATbH BPEMEHW  YIEpPKMBAHUA Ha
XpoMarorpamMMe CTaHJapTHOrO pacTBoOpa

OCHOBHBIX ITHKOB

Bpemss  yaepsKMBaHWS ~ OCHOBHBIX  MHKOB
OpuanuanToBoro roiyGoro Ha XpomaTtorpamme
MCCIIeLYEMOro pacTBopa JOJDKHO
COOTBETCTBOBATE BPEMEHH Y/IEPXKMBaHUS Ha
XpoMaTorpamMMe CTaHAapTHOTO pacTBOpa

80010845
Mapr 2022

PesyabTar

CooTeeTcTBYET

CooTeeTcTBYET

CooTBeTcTBYET

[TpoBoauTes
NepHoJHYEeCKH

[TpoBoauTcs
MepHUOAHYECKH

[IpoBoauTcs
MEePHOAHYECKH

[IpoBoauTcs
MEPHOANYECKH

Tesa @apmacoromuxar Bopxe Tpaiisam Junumed Komnanu, H-4042, Benepus, Jepbeyen, Iarrazu, 13

Cmpanuya 1 uz 3

Omuem: 717,552.00 RELEASE RU Om: LIMS PROD



Tea ®apmacbloTukans Jira.

[Tepunnonpun-Tesa, TabneTKu, NOKPLITHIE 1IeHOYHOM 0bonoukoi, 10 mr, 30 TabJETOK B YIaKOBKe

Homep cepuu:

JaTa npou3Bo/cTBA:
JarTa ananu3a:
Cceblaka:

Tect

[MoanuHHOCTH
Kpacurers
(MHAMrOKapMHH)
(B2XKX)

OnHoponHoOCTh
nozuposanus (BOXKX)
Kpurepuii
MPHEMIIEMOCTH

Pactropenue (BDXKX)
Cpennee
Jnanason

[Tpo¥ineno cranuit

KonuuecrsenHoe
onpeaenenue (BDKX)

PoacTteeHHbIE
(Y2XKX)
[Tpumecs B
[Tpumecs F
JloGas
HeMIeHTH()HLUMPOBAHHAS
NPUMECD
Cymma npuMmeceil (3a
UCKJTIOUEHUEM
npumecei B u F)

MpUMecH

Mukpobuonoruyeckas
YUCTOTA

OOfwee yucno aspod-
HBIX ~ MHKPOOPTraHM3-
MOB

Obmee wyucno apox-
’KEBBIX M TUICCHEBBIX
rpudoB

Escherichia coli

CEPTUOUKAT AHAJIM3A

2050320 Kopa sora:

mapt 2020 Cpok rognocTu:

01 anpens 2020

SDIR003020/2

Crneuundukanus
Bpems  yaep:kuBaHus ~ OCHOBHBIX  THKOB
HHIHUTOKapMHHa Ha xpomaTorpaMMe
HCCIIelyeMOro pacTBOpa JOKHO
COOTBETCTBOBATH BPEMEHM YIEPKMBAaHHA Ha

XpomMatorpaMmMe CTaHAapTHOr0 pacTBopa

B coorBetrcTBuM ¢ EBp. @apm.

AV He bonee 15,0

He menee 80 % (Q) mepuHaonpuia To3ujara ot
3asBJIEHHOTO KOJIMYECTBA JIOJKHO TMEpeiTH B
pacrBop  uepes 20  munyt.  Kputepuii
MPUEMJIEMOCTH B COOTBETCTBUM ¢ EBp. Dapm.

95,0 - 105,0 %

He bonee 1.3 %
He Oonee 1,3 %

He Gonee 0,2 %

He G6onee 1,0 %

He 6onee 1000 KOE/T

He 6onee 100 KOE/r

OTcyTCTBYIOT/T

80010845
Mapr 2022

Pesyabrar

[TpoBoauTes
NMEPHOAHYECKH

CoOTBETCTBYET

3.4

98 %
95-100 %

98,2 %

<0,1 %
<0,1 %

<0,1 %

<0,1 %

Beinmonuserca NEPHOANHECKH

BhinonHaeTcs nepHoaAH4ecKH

Beinonusiercs nepuoanyecKn

Tesa ®apmacsiomuxan Bopre Hpaiigam Jusumed Koanany, H-4042, Benzpua, Hepbeyen, [lannazu, 13

Cmpanuya 2 us 3

Omyem: 717,552.00 RELEASE RU Om: LIMS_PROD



Tesa ®apmackroTukans Jlta.

CEPTHOUKAT AHAJIU3A
[Mepunaonpun-Tesa, TabneTKH, NOKPLITBIE MIEHOYHOM 06omoykoit, 10 mr, 30 TabneTok B ynakoBke
Homep cepumn: 2050320 Kona nora: 80010845
JaTta npousBoacTsa: Mapt 2020 Cpok roaHocTH: Mapt 2022
HdaTa anannsza: 01 anpens 2020
Ceblaka: SDIR003020/2
Tect Cneunnduranus PesyabTar

HacTosiimmM noaTBeps;KaaeTcsl, UTO BBILLICYNOMAHYTBIH Matepran OblT MPOBEPEH B COOTBETCTBUH C
npuHuMnamu Hannexatued npoH3BoACTBEHHOH NPAKTHKH U B COOTBETCTBHHU ¢ TPeDOBaHHAMH
PerucTpaLMOHHOrO JI0ChE.

Cepuro yreepaunn: Haru Dmoku
JoKHOCTD! Pykosoaurens OKK
Brinycrua: Packau Dpuka

JaTa Bbinycka: 23 mas 2020 10:45:42
JlaHHBIH IOKYMEHT CreHepUpOBaH W3 BaJTWAHPOBAHHON CHCTEMBI yIpaBlieHUs: HH(OpMalliel 1 uMeeT

OJIEKTPOHHBIC IMTOAINKHUCH

[TepeBoa BepeH

OI [MognucaHo

ga undpoBo
nognuceto: Olga

Eremeno ;oo

k [Hata: 2020.07.03
15:35:40 +03'00'

Tesa ®apmaceomuxar Bopke Ipatieam JTuvumed Komnanu, H-4042, Benepus, epoeyen, llannazu, 13
Cmpanuya 3 uz 3

Omuem: 717,552.00 RELEASE RU Om: LIMS _PROD



Tera ®@apmaceloTurans JITa.

CEPTU®HUKAT COOTBETCTBUA

1. HaumeHOBaHHE NPOAYKTA.
Mepunnonpuia-Tera, TaG1eTKH, NOKPLITHIE MIeHOUHOI 060104K0#, 10 Mr, 30 Tab/1eTOK B
YNIaKOBKe
2. CrtpaHa nuMIopTa.
Poccniickas Menepanus
3. PerucrpaunoHHOe Y10CTOBEPEHHE.
JIIT-002979-280119 HanHOHAILHBI
4. [dosupoeka.
IMepungonpuaa Tosuaat 10 mr
5. JlekapcTBeHHasi opma.
TaBJIeTKH, OKPBITHIE MIEHOYHOH 06os10uKoil
6. Pazmep U THN yNaKOBKH.
30 Ta6neTok B KoHTeliHepe/KapToHHas mauka. OGwee konnuecTBo: 23040 Kopodok
7. Cepusn: 2050320
8. Hara npoussoacrsa: 03.2020
Jata ynakoBkn:05.2020
9. Cpoxk roanocru: 03.2022
10. Haspanue,agpec, HoMep JHUEH3HH

®dapmauesTuueckuii 3asoa Tesa Mpaiigyt Ko. JITa.,ya. Manaarn, 13 H-4042 [lebpeuen
Beurpus HU-M-TEVA

IIpou3BOACTBO =
Ynakoeka X
KouTpoub kavecrsa X
Brinyckaromuii X

KOHTPOJb Ka4ecTBa
11. Ceprudmrar coorBercTBua GMP.

OGYEL/53191-6/2017
12. Pe3yabTaThl aHAJIH30B,
Ceblaka: 719,870
13. KommeHTapHH:

B npouecce npon3Bo/ACTBa, YNIaKOBKH H aHalll3a OTK/IOHEHHI He BBIABIIEHO

IlpousBoauTes hapManeBTHUYeCKOIl cyOcTaHIIHH:

HazBanue: IMnauTeke JiInmuTen

Anpec: 1 Haladar St, Industrial Zone PO Box, Netanya 420101, Israel
Homep N/A

JIMLEH3NH;

Ccbika Ha GMP165/3

GMP

cepTudukar:

Cceblika HA YNaKkoBOYHbIC MAaTEPHAJIBI:

Tesa ®apmackroTukans fira. Nuuensua: HU-M-TEVA Ceptudpukar GMP: OGYEI/53191-6/2017
MopnpasgeneHne oGecnevyeHUn KavecTea
H-4042 Nebpeuen, yn. Nannaru, 13 | Ten.: +36 52 515 100 | ®akc: +36 52 515 119 www.teva.hu



Tera ®apmacsroTukans JITa.

HHcTpykuus: 20143600 0120

Irurerka: 20164950 0818

Baucrep: N/A

Kopo6: 20143560 1119

Venosusi XpaHeHusl roToBoro npoaykra: [Ipu Temneparype He Bbie 25°C,
Hdata Beimycka: 15/05/2020

Homep Texnosornueckoro peraamenta: H/IT

14. 3akiaiouenue.

«/laHHBIM NOATBEPKAAI0, YTO HH(OPMaAUNs, PHBeIeHHAS BhIlIe, BepHas. JaHHAsA cepHs MPOAYKTA
ObLIa MPOM3BedeHA, BKJIKYAS CTAAHH YIAKOBKH/MAPKHPOBKH H KOHTPO/ISI KAYeCTBA B YKA3AHHOM
BbIIIle MecTe B MOJAHOM cooTBeTcTBUH ¢ TpeboBaHuamu GMP u cnenudurkauun. 3anucn o
NPOM3BO/JCTEE, YIIAKOBKE H AHAJ/IH3€ CEPHH HAXOAATCH B COOTBETCTBHH ¢ TpeGoBaHuaMH GMP»,

15. HMa B [OMKHOCTH JIHUA, BbINMYCTHBIIEr0
cepuio.

YnoJsHoMO4YeHHOe JHLO HMH,
amunus
IToapasnenenne Obecnedyenns KavecTna

16. IMoanuce:

17. Hdara: 23 mas 2020

Tesa ®apmackroTukans Jlra. NuueHaua: HU-M-TEVA CepTtudukar GMP: OGYEI/53191-6/2017
NoapasneneHue obecneyeHus kavyecTea
H-4042 [lebpeuen, yn. Mannarw, 13 | Ten.: +36 52 515 100 | ®axc: +36 52 515 119 www.teva.hu



