JAEPJKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMX Y KHIBCHKIM OBJIACTI

npocnekT Banepis JIobanogscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO AKICTH BBE3CHOI0 B YKPAIHY JiKAPCHLKOIro 3a¢00y
05.05.2023 Ne 19519/23/10
________HOBO-HACHT
(HalMEHYBaHHA JIKaPCHKOTO 3ac00Y 3rifHO 3 PEECTPaLiiHMM NOCRIAMEHHAM)

TAa0JIeTKH, BKPHTi 0060.10HK010; 10 10 Tabaerox y 0aicrepi; mo 1 DJricTepy B KOpoOLi
(hopma BUITYCKY, JO3YBAHHS, BMA TAKYBAHHA NTiKapChKOTO 3ac00y)

Homep peecrpauitinoro nocsinuenss UA/1830/02/01 crpox mii peecipauininors noceimsenus 01.01.2099
Cepis nikapeskoro.zaco6y Ne 100042631 KinekicTs BBE3€HOr0 Nikapeskoro zacody 42880

BupoGHuUK. Tesa Yex Innactpiz c.p.o., Yecrka Pecriybiika o
(HaiiMeHyBaHHA BUPOOHHKA TIKAPCHKOTO 3ac00y, KpaiHa IOX0 IKEHHS:)

Breseno B Ykpaity TosapucTBo 3 06Mexenoro BinnosiganasuicTio "Tesa Yipaina", igenr.
xoa: 34770471 |
(HaiiMenyBanHa Ta xox 3a €JIPIIOY opumunoi ocobu abo Tpi3BHINE, iM's, 110 6aTHKOBI inkyiiz (0

0cOOH - NMIPHEMIIS, 1T MiClle NIPOUBAHHA Ta peeCTpaLiiiHUit HoMep 06TiKoBOT KapTKH [LIATHAKA
NOAATKIB a0 cepis Ta HOMep IacropTa)

Ilporokoa sisyaisiore xoutpomo six 04.05,2023 N-1261/1.

38 pesylbTaTaMU  N€pKaBHOTO KOHTPOJNIO BCTAHOBJEGHO, IO JHKADCEKMHA 34Ci6  BBE3eHO B Yxpainy 3
AOTPHMAHHAM pHMOT 3aKOHONABCTBA IH0OA0 3a0e3eUeHHs $KO0CT JTIKAPChKHX 3ac00iB.

Ipwma [TAJIAMAP

(iuiwiany Ta npissrine)
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CEPTUDIKAT CEPII

MaTepiansHWi HOMep: 7704610024 Ne ceptudikaTa: 40000159974
Cneyndirayia: QDP0015440 V4
Hasea: HOBO-TIACUT, Tabnetn, sxputi cboaonkow, Ne10 (1 6nicr. x 10 Taba.)

Cuna / aktmenicTb: MBaiideHesun / ekctpaxt Hoso-Nacuty cyxoro. 200 mr- 157,5 mi-

Aikapcoka popma:. TabneTkn 409 NepopanbHOro 3acTOCYBaHHA
YmoBu 36epiranHa;. HuHde 25° C Tvn ynakoeku: Onictep
Cepia: 100042631 KinbKicTe: 42 880 yi..
HAara supobHuLTsea: 02/2023 NpnpaTHui Ao: 0172026
JlaTa NaKyBaHHA; 01-02 6epesnsn 2023
. KpaiHa noxogKeHHs: Yecoxa Pecnybnika .
Homep peecTpauifHOro nocsigueH ! UA/1830/02/01
KpaiHa-imnoprep: YKpaiHa
Homep cepit banky: 2000067334
Po3chigysaHHa: Major : 2526550 (1000042375)
Mpouec Banigauii cepii: -
AinbHuua, WwWo signosigae 3a sMpobHuUTBO: TeBa Yex lngacrpis ¢.p.o.,
Onasba, syn. OcTpaecbka 305/29, Onasa Komapos, 747 70, Yecbka Pecny6sika
Homep BupobHUYOT niLensii: 22975/2/INS/98
CeprudikaT signosiasocri GMP: sukls424838/2018, sukls293205/2018, sukls189852/2020, sukls144362/2022
AinbHuua, WO BiaNOBIgac 3a NaKyBaHHA: Tesa Yex lHgacTis ¢.p.o.,
Onasa, syn. Octpasceka 305/29, Onasa Komapos, 747 70, Yecbka Pecnybaika
Homep BUpoBHMYOI AlLeHsiT: 22975/2/INS/98
Ceptudikar signosigHocTi GMP: sukls424838/2018, sukls293205/2018, sukls189852/2020, sukls144362/2022
AinbHKUA, 10 BIgNOBIAAE 33 KOHTPOAL AKOCTI: TeBa Yex IHgacrpis ¢.p.o.,
Onasa, syn. Ocrpasceka 305/29, Onasa Komapos, 747 70, Yecbxa Pecny6nika
Homep BUpoOHWYOI niueHsii: 22975/2/INS/98
CeprudinaT BignosigHocTti GMP: | | | sukls424838/2018, sukls293205/2018, sukls189852/2020; sukls 144362/2022 |
AinbHKuA, Wwo signosigac 3a Bunycu Tesa Yex |HgacTpis ¢.p.o.,
Onasa, Byn. OcTpasceka 305/29, Onasa Komapos, 747 70, Yecbka Pecnybnika
Homep srMpoBHrYoT AiLeHaii: 22975/2/INS/98
Ceprudikar signosignocti GMP: sukls424838/2018, sukls293205/2018, sukls189852/2020, sukis144362/2022
MartepianbHui Homep AD| 1045600 Cepia A®l: 5000015329
Hazaa A®I I'saindenesny, €sp. @,
AinbHUuA, 1o signosiaac 3a BUPOGHUUTEO CiHmxokem f136¢ Npaiser, 1911 InpacTpian EcrediT, Xibepabag-CanaTxHarap, 500018, inais
A
Homep FDA FE| BupoOHMKa: -
MarepianbHnit Homep AD| 4235602 Cepin A®!: 5000016762
Hazea AP eKcTpakT Hoso-MNacuty cyxoro
AinbHuua, wo sianosigac 3a BMpoSHMUTBO Tesa Yex IHaacTpiz €.p.o., Tani Onasa,
Ad| Byn. OcTpaecbka 305/29, Onasa Komapos, 747 70, Yecbka Pecny6nika
Ceprudivkar GMP: SUKLS344613/2018
Homep FDA FEI BupobHUKa: 1000282452
MartepianbHunid Homep AD| 4235602 Cepin Adl: 5000019355
Hazea Adl eKCTpaKkT Hoso-lNacuTy cyxoro
AintHuuA, Wwo signosigac 3a supobBHuUTBO TeBa Yex IHaacTpis c.p.o., Tani Onasa,
Al Byn. Octpascbka 305/29, Onasa Komapos, 747 70, Yecbka PecnyBaixa
Ceprudikar GMP: SUKLS344613/2018
Homep FDA FEl supobHuKa: 1000282452
MatepiansHuil Homep AD] 4235602 Cepia A®I: 5000017239
Ha3zaa AQI eKcTpakr Hoso-lMacuTy cyxoro
AinbHuusA, Wo signosigac 3a BMPoGHULITEO TeBa Hex IHAacTpi3 c.p.o., Tani Onasa,
At Byn. Ocrpascbya 305/29, Onasa Komapos, 747 70, Yecbka Pecnybnixa
Ceptudikat GMP: SUKLS344613/2018
Homep FDA FEl sBupobHuKa: 1000282452
Homepu rpadiuHux makertis
IHCTPYH LA mMarepian 3831410 Cepin 7000048253 Cratyc nepernaay 04
Kopofixa ‘Mmavepian 3831307 Cepis- 7000046914 Cratyc neperaagy 05
Kopobka marepian 3831307 Cepis 7000044723 Cratyc neperangy 05. _ D
KomeHrap: Jlikapcbia hopma «TabAETKN, BKPHTI 0GONCHKOION 3a3Hauena B NoAl «Hazeay rtpn 1YKTY 3aMiCTb NoAA « ;f"l‘-’ > o 3%
TEXHIYHi OBMEKEHHA. e T 2§ AR A8
Linm A 3aceiguyio, WO HaseeHa BULLE IHOPMALLIA € AOCTORIPHOI T2 TOUHOIO. Ll,n A, O L \ TN TR E3bonrd Bl
AKOCTI Ha ByLUe 3a3HAYeHiH AINbHMUI (AINbHUUAX) ¥ NOBHIM BIANOBIAHOCT] 3 BUN rﬂﬁw t A, seTam - ~ ﬁpmni ATOPR umﬁgp |
BianosiaHocTi 3i cneundikauinmm 40 PeecTpauifHOro noCBigueHHA KPaiHu- IMHD f @% E pumg@‘in Bupn 3] \- 1Y ﬂmﬁ
Ta BU3HEHO TaKMMHM, L0 BignosigaoTs GMP. i ﬁ? e \ Tk
Aarva / vac: 27.03.2023 / 08:17:41 CET ;'-' W% MUY 2
3aTBepaeHo: Jan Wenglarzy ‘ S\ %@wﬁ*“%ﬁ .'
YnosHoeaxeHa Ocoba 3{3&?’2 -
LieH AokymeHT GyB cTBOPEHMIA B eneKTPOHRIN cucTemi Ta mignucanmi ENEKTPOHHNERMMIIAISGM. .. ) * /i
Tesa Hex Indacmpis c.p.o. | T aﬂan;bou (Bioodin koumponio axocmi): +420 553 644 521

yn. Ocmpascoxa 305/329, 747 70 Onasa-Komapos, Yecvra Pecnybnrira
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te\m CEPTUGIKAT AHANIZY

MaTepianbHUil HOMep: 7704610024 Ne ceptudikara: 40000159574
Cneundirauin; QDPO015440 V4 - -
Hasea: HOBO-NACHUT, rabnretku, sxputi o6onoHkoto, N210 {1 6aicr. x 10 rabn.)
Cepin: 100042361 KinbkicTb: 42 880 yn.
JAara supobHuuTea: 02/2023 NpuaatHMiA 4o: 01/2026
BiayantHo Bianosigae
po3nomy Ha 060X CTOpPOHaXx,
|AEHTUPIKALIA
- A) ®nasoHoign (TLIX) QDP00O15447 Mon0KEHHA, 30BHIWAIN BUrNAA | IHTEHCUBHICTL 3a6apBACKHA Bianosinae
NAAM Ha Xpomartorpami BUNpodyBaHOTO PO34UHY NOBUHHI
BIANOBIAATM TAKMM HA XPOMATOTPami CTaHAARTY.
- B)Feaiidpenesun (BEPX) QDP0017299 Yac yTpUMmyBaHHA roONI0BHOTO NiKa HA XPOMATOrpami Bianosigae
8un PobyBaHOIo po3vMHY BiANOBIAAE Yacy YTPUMYBaAHKA
reaiipeHeanHa Ha XpomaTorpami CTaHAAPTHOrO PO3UMHY:
CEPEAIHA MACA TABJIETKM | 3riaHo 8K n.ﬁér Buanavaetuca cepesna maca 20 TabaeTtok. 783 — 865 mr/Tab. 825 mr/Tab.
AKOCTE
OA4HOPIQHICTL MACH
- He menwe 18 3 20 TabneTok €Bp.®. 2.9.5 | +5% Bia cepeaHboi macw Bianosigae
- He 6inbwe 2 3 20 TabaeToK €ap. ®. 2.9.5 + 10 % Big cepeaHbOT Macu Bionoeinae )
PO3INAJAHHA €sp. ®. 2.9.1 He Ginplwe 45 XBUAUH 15 xBAUH
BMICT
- PocanHHW#A eKCTpaKkT B QDPO015447 7,0~ 8,7 mr/Tab. 7,6 mr/Tab.
nepepaxyBaHHi Ha X/ICROFEHOBY
KUCAOTY N
- TeatideHesvH QDP0017299 190 — 210 wir/Tab. 197 mr/Tab.
MIKPOBIONOTIYHA YUCTOTA ‘
- A) 3aranbHa RinLKicTs aepobHmx QDP0133466 He 6inbwe 10* KYO/r < 50 KYO/r
BaKTepiif
- B} 3aranbHa Kinukicte gpiskamosuxi | QDP0133466 He binbwe 102 KYQ/r < 5 KYO/r
naicenesux rpubis
- C) TonepaHTHI A0 MOBYi )
rpamueraTuBHi Gaktepii QDP0133466. He Ginbuie 102 KYO/r <10 KYO/rr
- D) Salmonella QDP0133466- | siacytra/10Tr BiacyTHA/10T
- E} Escherichia coli QDP0133466 | eigcytHa/r BiacyTHA/r
- F) Staphylncoccus_‘éur&us'_ N | QDP0133466 BIACYTHA/T | o BIOCYTHR/T
Napamerpn OgHOPIgHICTL BMICTY Ta PO3YMHEHHA - TECTYETLCA KOMHa 20-a cepia.
Unm A 3aCBiguyto, WO HaBeeHa Buile iIHOPMaUiA € AOCTOBIPHOIO Ta TOYHOIO. Lia cepia npoaykTy Byna npoTecToBaHa 8 NOBHIN BiANOBIAHOCTI 3
Bumoramu GMP, -BCTaHOBAGHMMKM MICUEBUM PErynaTOpHUM OpraHoMm, Ta y BignoBiAHOCTI i3 aapeecTpoBaHMmMK cneuudikauiamm KpaiHv-
imnoprepa. PesynbTaTv TECTYBaHb 6yN0 NepeBipeHs Ta BUIHAHO TaKWMM, L0 BIANOBIAAOTE 3apeecTpoBaH um cneundikaiam,

AaTa: 27.03.2023 / 08:17:41 CET
3aTBepAMeHo:; Jan Wenglarzy

‘YnosHosamena Ocoba

Lieit fokymenT BB CTBOPEHUI B eAGKTPOHHIN crcTemi T4 IONMCAHUA eNEKTPOHHMM NiANUCOM.

Tega Hex {ndacmpiz ¢.p.o.
-yn. Ocmpascexa 305/29, 747 70 Onasa-Komapos, Yecsra Pecnybnira




