JEPKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3EHOr0 B YKpaiHy JiKapcbKoro 3acoly

03.12.2024 Ne 64465/24/26

INPEHECA®

(naiiMenyBanHs Nikapcbkoro 3aco0y 3riaHo 3 peecTpariiHMM NOCBiAUCHHIM)
TabJeTKH 110 8 Mr; mo 10 Tabaerok y 6aicTepi; o 3 Giicrepu B KapTOHHIM KOpoOIi

(dopma Bunycky, 103yBaHHs, BHJ NAKYBaHHs J1iKapcLKoro 3acoby)

Howmep peecrpauiitnoro nocsinuenus UA/5145/01/03 crpoxk nii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne DE6084 KinbkicTs BBe3eHOr0 sikapcskoro 3acoby 600
BupoGHHK KPKA, n.1., HoBo mecto, CioBeHid
(nafiMenyBaHHs BUpOGHHKA JikapChKOro 3acofy, KpaiHa NOX0MKEHHS)
Beeseno B Vipainy CuisbHe yKpaiHChKO0-eCTOHChKE NiANPHEMCTBO Y GopMi TOBapHCTBA
3 oOmeskeHol0 BignosinaapuictTio "Onriva-®apm, JITI", inenrt. xon:
21642228

(nakimenysanns Ta oz 3a €JIPIIOY 1opumnuHoi ocobu a6o npissuiue, iM's, no 6aTbkoBi dizuunol
0cobu - mianpuemu, if Micle npoxHBaHHS Ta peecTpauiinuii HoMep 06TiKOBOT KAPTKH MATHHIKA
nozaTkin abo cepis Ta HOMep nacrnopra)

TpoTtoxon BisyansHoro xoutposmo six 03.12.2024 N 4086/8.

3a pesynbTataMy JIEPKABHOrO KOHTPONIO BCTAHOBNEHO, IUO JliKapchkui 3aci6 BBeseHo B Vikpainy 2
JOTPHMAHHSAM BUMOT 3aKOHOAABCTBA LIOAO 3abe3reyeHHs AKOCTi NiKapgBKUX 3aco0iB.
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KPKA, Aa. a., Hoso mecto

CEPTUDIKAT AKOCTI YMPABIHHA AKICTIO
Wmap'ewka Lvecta 6
8501 Hoso mecTo
CnoBeHisa

Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne; 7H6282

MpeHeca®, TabneTku no 8 mr Ne 30

KpaiHa-BupoOHukK: CrnioseHis

1 TabneTtka MicTUTL 8 Mr nepuHAONPUAY Y BUrNAAI cosnli TepT-6yTUnamiHy

nikapcbKa cpopma: TabneTku

po3Mip i TN nakyeaHHsi: no 10 TabneTok B 6nictepi; no 3 6nicTepu y Kopoodui

Homep cepii: DE6084

[ara supobHuurea: 09.2024 lﬂaTa 3aKiHYEHHst TepMiHy npuaaTtHocri: 09.2027

PeecTpauiline nocsig4eHHs Ne:
UA - UA/5145/01/03

Hasga i agpeca BupobHuka, BignosiganbHoro 3a Bunyck cepii: | JliueHsis Ha BupobHuyTBO Ne:
KPKA p.a., HoBo mecto 800-16/2024-4

Wmap’ewka yecra 6

HoBo mecTo, 8501, CnoseHin

Posmip cepii: 19.068 LUT

Uum nigTeepaxyto, Wo BulleHaBeAeHa iHdopMaLlis € [oCToBipHO Ta TouHow. [aHa cepisi npogykuii 6yna BupobneHa
(BKNKOYaKOYM MakyBaHHS/MapKyBaHHS) | NPOMLLINE KOHTPOMb AKOCTI Ha BULLEBKa3aHIl AinbHULI B MOBHII BIANOBIAHOCTI i3
BuMoramu GMP, BcTaHOBMEHUMU MiCUEBMM pErynsaTOpHUM OpraHoM, a TakoX Y BignosigHocTi Ao cneumdikauii
peecTpauiiHol AoKyMmeHTauil, 3aTBepgxeHoi B YkpaiHi Ans pocrigxyeaHoro nikapcekoro 3acofy. [lpoTokonu
BUPOBOHULTBA, NaKyBaHHs | KOHTPOMNA sIKOCTI NepesipeHi i BignosigatTb BUMoram GMP.

Cepist BunyweHa y BignosigHocTi i3 gitovoto Bepcieto MKA UA/5145/01/03.

[lata sunycky Ha pUHoK: Ocoba, BignosigansHa 3a sunyck I13 Ha puHoK
05.11.2024 HiHa Kipap

y
7.
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Hanuit cepTudikat AKOCTi Mae enexTpoHHUA nianuc. Hara apyky ceptudikary: 13.11.2024
CepTudikaT CTBOPEHO aBTOMaTUYHO Bani[oBaHO KOMN'IOTEPHOKW nporpamoio SAP. Cropikka: 1/2
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CEPTU®DIKAT AKOCTI

KPKA, a. 4., Hoo mecto
YINPABRMIHHA SKICTIO
Wmap'ewwka ecra 6
8501 Hoso mecTo
CnoseHist

Ten.: +386 7 3312 111
En. nowta; info@krka.biz

Kog Ne: TH6282
MNpeHeca®, Tabnetku no 8 mr Ne 30
KpaiHa-BUpo6HuKk: CnoseHis
1 TaBnetka MiCTUTb 8 Mr nepuHAOMNPUNY y BUrNAgi coni TepT-6yTunamivy
nikapcbka popma: TabneTku
po3Mmip i TMR nakysaHHs: no 10 TabneTok B 6nicTepi; no 3 6nicrepu y Kopoo6ui
Homep cepii: DE6084
Jara supo6Huursa: 09.2024 |,D.aTa 3aKiH4eHHs TepMiHy npyaaTHocTi: 09.2027
HasBa nokasHUKiB Creundikauis PeaynsTaTi BUNpobysaHb Mp.*
Onue Bin 6inoro f0 maiixe 6inoro konsLopy Kpyrni, TpOXu Bignosigae -
peoonykni TabnieTky, 3i CKOLLEHUMU KpasiMu Ta
Haci4Koto 3 ogHoro 6oky
OpHopigHICTL MacK 29/30: Mix 85 % Ta 1156 % - 1
roginexux Tabneroxk 0/30: meHwe 75 % Ta 6inswe 125 %
OpaHopigHicTb 4030BaHKUX MpuitmansHe vucno (AV): He Ginbtue 15,0 7,8 -
0AUHULb - OAHOPIAHICTD
BMICTY NepuHgonpusy
epbyMiHy
CynyTHi aomilku - lomiwka F | He Ginbwe 0,2 % <=0,10 -
(aukeToNinepasvH)
CynyTHi goMilwku - Jomiwka B | He 6inbwe 0,3 % <=0,10 -
(nepuHgonpunar)
CynyTHi AOMILLIKK ~ [HLLI He 6inswe 0,2 % <=0,10 -
OBVHUYHI
CynyTHi gomMilwku - Cyma He 6inbwe 1 % <= 0,10 -
|aeHTUdbikauis nepuHaonpuny | Yac yTpuMyBaHHs niky nepusaonpuny Ha Bignosigae -
epbyminy - BEPX xpomatorpami poauuHy apaska (SaS) mae Bignosinaru
yacy yTpuMyBaHHs Niky nepuHaonpusty Ha
XpoMaTtorpami poauuHy craHgapty (SS)
|aeHTUdDikauis nepuHaonpuny | Mnsama Ha XpomaTtorpami po3yunHy 3paska (SaS) mae - *1
epbyminy - TIWX BigriosinaTk NpubnmaHo aHaveHHo Rf Ta 3abapanexHio
nrsaMi Ha xpomarorpami poauuHy crtamnaapty (SS)
KinbkicHuit smict 95 - 105 % Big 3a3HaueHol KinbKocTi 99 -
nepuHAoNpUNY epbymity
PoauuHeHHs nepusgonpuny | He mMetwe 75 % (Q) Bin 3a3HayeHol KinbKocTi 99 -101 -
epOyMiHy npotsirom 20 XBUUH
Mikpo6ionoriyHa sxicTb ~ He Ginblwe 1000 KYOB 11 <10 *2
3aranbHa KinbkicTs aepobHux
mikpoopraHiamis (TAMC)
MikpobionoriuHa aKicTs — He 6inbwe 100 KYOB1 1 <10 *2
BaransHa KinbkicTb
LAPDKIKOBUX Ta NniceHeBUX
rpubis (TYMC)
MikpobiororiyHa fKicTs - BincyTHiB 11 Bianosinae *2
Escherichia coli

Mp.* = MpumiTka

*1 He pyTUHHMI MeTOA. BunpoByBaHHs npoBoauThes 1 pas Ha pik.
*2 BUNPOBYBAHHA NPOBOANTLCA BIANOBIAHO A0 Nporpamu (onucaHa B MKS)

[DaHuit cepTUdIKaT SKOCTi Mae enexTPOHHKIA nianuc.
CepTudikaT CTBOPEHO aBTOMaTUUHO BaNIA0BaHO KOMM'IOTEPHO NPOrpPamMoro SAP.

Nata apyky cepTudikary: 13.11.2024

CropiHka: 2/2
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