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JEPIIIIKCIIY KBA -
AEPIKABHA CJIYIKBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU ¥ KHIBCHKIA OBJACTI
npocnekT Banepia Hobanoserroro, 51, m. Kuis, 031 16, Feh/ d).'az{'f:':' (044 363-06-50
E-mail: dis.ko@dis. gov.ua,https://www.dls.eoviua, Kox €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBe3CHOT0 B VKpainy nikapeskoro 3acoby

01.07.2022 Ne24612/22/10

__METOOPMIH-TEBA

(nalvenyRanus MKapCRROTO 34 COBY 3TiIH0 3 PRCCTPAHIHHNM. TIOCBI A G}
TabiieTKi, BRKPUTI TUTIBKOBOIO 000J0HKOI0, 110 8§50 v, o 10 rabaerox v Gaicrepi, 1o 3
_Baicrepn y xopobui

_ﬁepmammzf 3 %
” % A

{hopmMa pHAYCKY, ROSYBAH, BYALTIAKYBEHESA JIKAPCHEOTO 33C00Y)
Howep peectpanitinoro nocriguenns UA/18723/01/02 CTpok 1ii peectpauiitnoro nocsinuenns 09.06.2026
CepinJiikapcrkoro sacoby Ne 0040620 Kinskicrs Bresenoro mikapeskoero sacoby 34640

Bipobuux AT Oap MaLeBTHUNHMIT 3aBon TEBA, 'sz“apmm%ﬁ S

(Haiivenynana BUpOOHARA HIKAPCEKOTO 34C00Y, Kpaita HOXO/DKe s )

Breseno s Yipaiity Tosapucerso 3 06MeKeno10 BixNOBINAT biicTo "Tepa Yipaina' ",
_inen. wou: 34770471

(nattvenypduns Ta Kox 2a CAPTIOY sopuyusnoi ocobu ato npiskue; iM'e; no BatrKoBI
i3t ocolu - minnpres, TEMiCie HposxsBasis T4 peecTpariiii HoMepR 0bMKenet
KApTRI IIATHNKA nonaTiIB affe cepls Ta noMep. nacropa)

Hpororen sisyansrore wowrpomo six 30.06.2022 » 1538/1.

38 PEIYHRTATAME  HepiKasuoro KOHTPONIO  BCTAHGBACHO, MO NIKAPEHKHI 34ci0. BBescHO B Yxpaisy 3

ACTPHMAHHAM BUMOT 3aK0HORABCTEA OAC 3a0C30CUCHHER AKOCT] THKAPCHKUK 3a606in,

3acryrinnk HayaaRaH
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Ceptudikar Cepii BupobHuka ana
Meauunux Npoaykris, uio EKcnopryioTkea
1. Hazsa npoayxry.
MeTtdopmiH-TeBa, TabNeTKkn, BKpUTi NJiIBKOBOO obonoHKoo, no 850 mr, Ne 30
2. Kpaiua-imroprep.
YKpalHa
3. HomMep peecTpaliftioro nocsiguentis
Ne UA/18723/01/02
4, Cina/AKTUBHICTS.
MetdopmiH rigpoxaopug 850 mr
5. ®opma A03yBaHHA (NikapcbKa dopma).
TabneTkn BKpUTI NAIBKOBOK 0B0NOHKOIO
6. Poamip nakysanHa (BMICT KOHTEMHepy) i TN (H-a GnakoHu, Ak, Baictepu).
3 '6nict. x-10 TabneToK B KOpobui, 3aranbHa KinbKiCTh: 34640 KOpobHOK
7. Jflot/Homep cepii.
0040620
8. [Jata sMpobruurea.
02.2022
Larta nakyBaHHA
05.2022
9. TepMiH NPUAGTHOCTI.
02.2025
10.'Ha3Ba, afgpecy | HOMEPa NILEH3IT.
TEBA Yex lHgacTpiz c.p.o.
Byn. OctpaBcka 29/305, Onasa-Komapos., 747 70, Yecbka Pecny6aika
Homep nivensii: 22975/2/1NS/98
BupobrnuyTBo
[NaKyBaRHA

KOoHTpoAb AROCTI
Bunyck cepii

OROX

AT ®apmauesTudnuii 3asol TEBA
HinbHnua 1: H-4042 NebpeueH, Bya. Mannari 13, YropwmHa
HU-M-Teva
BupobHuuTBO L]
NaKyBaHHA Y|
KOHTPOAb AKOCT] O
Bunyck cepii M
11. Homepu BignosigHocti GMP Bcix AiNAHOK, nepepaxoBaHux B nyHkT 10.
SUKLS424838/2018, SUKLS 29320572018, SUKLS 132313/2019, SUKLS270477/2019, SUKL5189852 /2020
OGYEI/18953-8/2021
12. Pe3ynsTaTy-aHani3is.
[opawTben,
Homep 3BiTy: 8188/2022

TEBA Dapsaciori €ats JIr, Hoaep Jlingmsii: THU-M-T e AR ik aBidhdl sianosixiocti GMP:r OGYEL/18953-8/2021
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H-4042 Jleopener, syn. Tlamari 13 Ten: 436 32515 100 Daxe; +36 52515119 o W Mg Y7y i&“ﬁ* N
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‘Homenxnatypunii koa: 84006945
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13. KomeHTapi/3ayBarKeHHs.
] HoaHe BigxunenHa He Bigbynoca B npoueci BupoBHuuTEa, nakyBaHHA abo TecTyBaHHA
OTpumaHi BiaxuneHHsa bynu BignosBiaHo BUBYEHI | BUpiLLEHi
38iT ID: HecyTTERE.
[ NMpoagykT nepesvnyLieHo
O Le 6yna Banigauiiina cepisn
M Npoueaypa ynpaeaiHka aminamun I1D; 2143393

I Bupo6Huk Ad! — - MeTdopminy rigpoxnopnia

fvi'a: PAHYJIEC IHOIA NIVITEL,

Appeca:  15/A/1, dase-lil, IAA, Dxupaimetna, Xiaepab6an-500055; Wrat Teienrana, lHgis
AsTOpU3aLiiHUIA Homep: 213/HD/AP/96/B/E/R

Homep GMP Eudra abo ceptudikary sBignosigHocti GMP; WC-0028

Homepu rpadiynux matepianis:

IHCTPYKLig: 20186700 1121
ETUKeTKa: -

Brictep: 1030-M153
Kopobka: 20186720 1121

YmoBw 36epiraHHs roTOBOro NpoAyKTy: npu Temnepartypi He BuLLe. 25 °C.
ata Bunycky gokymeHTis: 04/05/2022
Homep TexHiunoi yrogu: IC-QTA-17B

14. 3aA8a npo cepTudikaLio.
flaHnm A 3aTBepAKYIO, 110 HaBeAeHa Bulle iHbOpMaLis € AOCTOBIPHOW | TOUHOIO. Us cepis
NPOAYKTY 6yna BUpo6aeHa, BKIOYAKOUM NAKYBAHHA/MapKyBaHHA i KOHTPO/b AKOCTI Ha BULLLE
BKa3aHiK ginanui (AinsHkax) B noBHiW BignosigHocTi Jo BUMOT GMP, BCTaHOBAEHMMU
micueaum PEryAATOPHUM OpPraHom, i B BifgnoBigHOCTI ,qo cneuud)iﬂal.l,iﬁ Toproao'f niu,eHaiT

BM3HaHO BignoBiAHIcTL Ao GMP,

15. Im's | nosuuia/nocaga ocobu, AKa cxBaAnAa BUNYCK Cepil AN NOCTABKY.
Magdolna Molnar Bojtos, Pharm.D.
Ynosrnosamnena ocoba
Biaain KoHTposo akocri

TEBA @apsackiormars Jy Howep Jligeniin: HU-M-Teva Hosyep ceprudinary siznopijgweti GMP: OGYEY/18953-82021
Biytinn wonrpo.w uxkoeti

H-4042 JleGpenen, pyn. llamuari 13- Tei 36 52 5157100 daxe: +36 52 515119 wiiv iova hu

Hoseusnarypunit ko1 84006943 Crop-234.
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Ceptndikar AHanisy

MetdopmiH-TeBa, TabneTky, BKPUTI NAIBKOBOO 06010HKO0, No 850 mr, Ne 30

Homep cepil:.
Aata BupoOHULTBA:
Jlata aKani3is:

0040620
JOTUIA 2022
07 6epesns 2022

HomeHKknatypHuu Koa:
TepmiH NpUMAaTHOCTI:

84022475
noTuv 2025

AloKkenga)

AoBiaKa: QDP0141698 V1.0
BunpobysaHHun Cneuundikauin Pesyabrarm
OnKnc Bini abo matie 6ini oBanbHi TAabNETKU, BKPWTI _Bi,u,noaigae
NAIBKOBOK OBONOHKOW, 3 TUCHEeHHAM «93» Ha
OAHIW CTOPOHI Ta «49» HA IHLWIN CTOPOH]
|AEHTUNOIKALISR (BEPX) B xo4l KiNbKICHOTO BU3Ha4yerHA 4ac yTpuvmyBaHHA | Bianosinae
FONOBHOTO MiKy Ha xpomaTtorpami BUNpobyBaHOro
PO34YMHY BIANOBIAIE TaKOMy Ha XPOMATOrpami
| | CTAaHAQPTHOTO PO3YUHY.
IAEHTUOIKALIA (1Y) [Hd)paqepBDHHﬁ CNeKTP NOrAMHaHHA  3anvwiky | Bianosinae
BIANOBIAAE  CNEKTPY NOPIBHAHHA  MEeTPOpMIHY
MAPOXA0pUAY.
IAEHTUDIRKALLA (XTOPUON) [fo3nuTMBHA  peakyis BKasye Ha  NpUCyTHICTe | Bianosiaae
| XJ0OPUAIB.
AEHTU®IKALIA BAPBHUKA (TuTany [Mo3nTnBHa AnA BIANOBIgHOTro BapBHKKa [MpoBOANTLCS

nepiognu4Ho

| PO3YNHEHHA (33 20 xBUawH,

. —r—————

MIKpOOpraHiamis

Teaa Paprtacsronmiukan ivimeo,
H=4042, Yeopwjuna, fle6peyen, Hannazi cmp. 13

BignoBinHo €Bp. Papm.) He wmenwe 75% (Q) Big 3aaBaeHOl  KinbKOCTI

{ MiHiMmym PO34YMHAETLCA 3a 20 XBUJIMH. Bignosigae notounomy | 100 %

BUAaHH0 E8p. P. (2.9.3) |
CepefiHe o 101 %
OOHOPIAHICTE AO30BAHMNX KpuTepil npunHATROCTI: BignosiaHO A0 notoyHoro | Bignosigae
OAVHWLBL METOAOM BAPIALIT MACWK | Buparusa €sp. ¢, {2.9.40)
CAHOPIAHICTE A0C30BAHMX
OAVMHMLB METOA0OM BAPIALIT MACH
AV <15,0 2,1 %
KINIBKICHE BU3HAYEHHA {BEPX) 95,0 - 105,0% 98,3 %
(3aaBNEHA KiNbKICTB)
HITPO30 AOMILLKK
NDMA He binbwe 0,032 ppm <.0,005 ppm
NOMILIKN TA TPOAYKTW PO3KAALY |
(BEPX)
LlianoryanigvH {anuianaiamia) He 6inbwe 0,02% <0,01 %
byAb-AKa iHwa He Binbwe 0,1% <0,1 %

~_3arancHi AOMILLKY He binbwe 0,3% =~ <0,1 % B
BMICT BOAW He 6inblue 3,0 % 0,9 %
M{KPOBIOAOTIYHUK KOHTPOb
HECTEPUJbHUX MPOAYKTIB 7
3aranbHa KisibKicTb aepobHKX He Ginswe 103 C BUKOHYETbCH

nepiognMvHO

Ctop. 34

¥
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Homep ssiny: 81882022
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Ceptndikat AHanizy
Metpopmin-Tesa, TabneTkuy, BKpuTi NAiBKOBOO 060/10HKO0, N0 850 mr, No 30

Homep cepil: 0040620 HomeHKknaTtypHum Koa: 84022475
dara BupobHuursea: JoTUK- 2022 TepmiH NpUAATHOCTI: nmoTun 2025
[larta aHanizis: 07 6epesxa 2022
AoBiaka: QDP0141698 V1.0
3aranbHa KinbKicTb APIKAXKOBUX/ He 6inblwe 102 KYO/r BUKOHYETLCH
NAiCeHEeBUX rpUbiB nepiogu4Ho
Escherichia coli BincyTtHicTb B 1 r BUKOHYETLCH
NepiognyHo

AivcHnm 2 3aTBEepAXKYIO, WO HaBeAeHa BULLe iHPOpMaLia nepesipeHa B BifNOBIAHOCT 3 npurumnamm GMP | B
BIANOBIAHOCTI A0 BUMOT PEECTPALLIMHOTO /IOCHE.

BUpOOHUUTBO | KOHTPO/Ib AIKOCTI.Banky NpoBeeHi Ha 4insHu:
Tesa Yex Ingacrpis c.p.o. Onasa-Komapos, YeckKka Pecny6ika

Hata penizy: 04 Tpashn 2022
Balazs Gaal
KepiBHUK NiApO3AInY KOHTpONo skocTi ||
Biaain 3abesneyeHHs akocTi
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Teau Papsraceronwas Thisiimed,
H-4042, Veopupuna, Jledpeyen, Hannazi cmp. 173

Cvop. 4 54 Hosiep s6iniy: 81882022




