NEPY)KABHA CJYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

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

BUCHOBOK

Npo siKicThL BBe3eHOro B Ykpainy JikapcsKoro 3acody

30.01.2025 Ne 4401/25/26

BAJIbLCAKOP® H 80

(naliMenyBaHs AikapchKoro 3aco0y 3rifHo 3 peccTpatifnum MOCBIAYEHHSIM)
TabJIeTKH, BKPHUTI ITiBKOBOIO 060J10HK010, 80Mr/12,5Mr, 110 14 Tabuaerok y oJicrepi; mo 2
GJaicrepu B KopoOni

((popma BHmyCKy, L03YBaHHS, BHA NaKyBaHHs JiKAPCLKOro 3acofy)
Howmep peectpauiiinoro noceiguents UA/9450/01/02 crpok nii peectpaviiinoro nocsinuenns HEOOMeKEHHH
Cepis mikapcekoro 3aco6y Ne DE8658 KinbkicTs BBE3HOTO Nikapebkoro 3acoby 1760

Bupo6uuk KPKA, n.1., Hoso Mecto, CiioBeHist

(HafimeHyBanHs BUpoOHHKa ikapehikoro 3acoly, kpaiHa MoX0oaKCEHHS)

Crijible ykpaiicehbKko-ecTouchbKke nignpuemMerso y ¢popmi ropapucrsa
BgeseHo B Ykpainy 3 oOmeskeno1o signosinannuicrio "Onrima-Papm, JITA", inent. con:
21642228

(naiimenysanns ta ko4 3a CAPTOY iopuanunol ocobu abo npissuite, iM's, no Garsbkosi (izuurof
0Cco6M - nianpuemist, i MiCie NpoXUBaNHS Ta peecTpaltifunii omep 06aikoBOT KAPTKH MIIATHHKA
nojarkis abo cepis Ta HOMEpP Nacnopra)

IMpoTokoa Bisyanshoro kowrpomo sig 30.01.2025 Ne 193/01.10-25/17.

3a pesynbTaTamy HEpIKABHOTO KOHTPOJIO BCTAHOBMEHO, WO Jikapcbkuii 3aci6 BBeseHo B VYkpalny 3

JOTPHUMAHHSM BUMOT 3aK0HOJABCTBA LWWOAO 3a0e3neueHHs AKoCTi iKapcbkux 3acobiB.

/Z L Bixtop MAXHOBEIb

Ay IePIKABHOTO, KOHT Z (ninnhe) (indnianu Ta npispuue)




KPKA, 4. a., Hoso mecro
CEPTUDIKAT AKOCTI YNPABAIHHA AKICTIO
LLimap'ewka uecta 6
8501 Hoso mecTo
CnoBeis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kop Ne: 7H8368

BAJIbCAKOP® H 80, TabneTku, BKpUTi NNiBKkoBO10 0605n0HKO, 80 Mr/12,5 mr Ne 28

KpaiHa-BUpoOHUK: CnoBseHisn

1 TabneTka, BKpUTa NNiBKOBOK 0BOMOHKOW, MicTUTL 80 Mr BancapTaHy Ta 12,5 mr rinpoxnopriasunay
nikapcbka hopma: TabneTku, BKpUTi NiBKoBol 060IIOHKO

po3mip i TMN nakyBaHHs: no 14 Tabnerok y 6nicrepi; no 2 6nictepu B kKOpooLUi

Homep cepii: DE8658

[ata BupobHuyrea; 11.2024 |,D,aTa 3aKiH4eHHs TepMiHy npuaaTtHocTi: 11,2029

PeectpauifiHe nocsigueHHs Ne:
UA - UA/9450/01/02

Hasea i agpeca BupoBHuKa, BignosigansbHoro 3a sunyck cepii: | fliueHsia Ha BupobHuLTBo Neo:
KPKA a.a., HoBo mecto 800-16/2024-4

limap’ewka yecra 6

HoBo mecto, 8501, CnoBeHin

Posmip cepii: 28.976 LUT

Lium nigTeepaxyto, Wo BuULLeHaBeAeHa iHbopMmaLis € AOCTOBIpPHOW Ta TouHOW. [laHa cepis npodykuii Gyna supobneHa
(BKMIOYAIOUM NaKyBaHHSA/MapKyBaHHS) | NPOIiLLMa KOHTPOMb AKOCTI Ha BULLEBKa3aHi AiNbHUL B NOBHIA BIANOBIAHOCTI i3
BuMoramu GMP, BCTaHOBNEHWMM MICLIEBAM PErysiSTOPHUM OpraHoM, @ TakoX Y BiAnoBIAHOCTI A0 creuudikauii
peeccTpauiiiHoi  AoKyMeHTauii, 3aTBepaxeHoi B YkpaiHi Ans JocnifdxysaHoro nikapckkoro 3acoGy. [lpoTokonu
BUPOBHULITBA, NaKyBaHHs | KOHTPONA AKOCTI NepesipeHi | BignosiaaoTb BUMoram GMP.

Cepist BunyLieHa y BignosigHocTi i3 gitodoto sepcieto MKA UA/9450/01/02.

[aTa BunycKy Ha puHoK: Ocoba, BignosigansHa 3a Bunyck f13 Ha puHoK
10.01.2025 Taus [pHosuek
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[aHuit cepTUikaT SKOCTI Mae eneKTPOHHUA nignuc. [NaTa apyky ceptudikaty: 15.01.2025
CepTudikaT CTBOPEHO aBTOMATUYHO Bamia0BaHOK KOMI'IOTEPHOK Nporpamoio SAP. CropiHka: 1/3




CEPTUDIKAT AKOCTI

KPKA, a. a., HoBo mecTo
YMNPABNIHHA AKICTHO

Umap'ewra uecra 6

8501 Hoeo mecTo
CnoseHis

Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

Kon Ne: 7H8368

BANBCAKOP® H 80, Tabnetkn, BKpUTi NMiBKOBO 060roHkoto, 80 mr/12,5 mr Ne 28
KkpaiHa-BupoGHuK: CrioBeHis
1 TabneTka, BKpMTa NNiBKOBOK 06O0MOHKOI0, MicTUTL 80 Mr BancapTtaHy Ta 12,5 Mr rinpoxnopTiazugy
nikapckka hopma: TabneTku, BKpUTi NIiBKOBOK 060NOHKOIO
po3amip i TMN NnakyeaHHA: no 14 TabneTtok y 6nictepi; no 2 6nictepn B KOpobLi

Homep cepii: DE8658

[ata supobHuyrea: 11.2024

]}],aTa 3akiHYeHHs TepMiHy npugatHocri: 11.2029

HasBa nokasHukis Cneuudikauis PeaynbTaty BUNpobysaHb Mp.*
Onuc OsanbHi ABoONYKNi TabneTkun, BKPUTI NSIBKOBOIO Bignosigae -
060NOHKOI0, POXEBOTO KONLOPY
OpHopiAHICTL f030BaHUX Mpuimanste yucno (AV): He 6inbtue 15,0 % 4,8 -
OAVHULIL — OQHOPIAHICTD
BMICTY Bancaprtady
OaHOPIAHICTL BO30BAHUX MpuitmansHe uucno (AV): He Ginbwe 15,0 % 5,9 -
0AMKULIL — OAHOPIAHICTL
BMICTY rigpoxnopTiasuay
laeHTudbikauia BancapTady - | Yac yrpumysaHHs niky BancapTady Ha xpomatorpami | Bignosigae -
BEPX po3unHy 3paska (SaS) mae signosigatn yacy
YTPVUMYBAHHS Niky BancapTaHy Ha xpomaTorpami
po34unHy craHaapty (SS)
laeHTudikalis sancapTany ~ | lnsma Ha xpoMaTorpami po3unHy 3paska (SaS) mae - *
TLIX BiAnoBigaTy 3a sHadeHHsM Rf, poamipom Ta
3abapBNeHHsIM NNAMi Ha XpoMaTorpami po3ynHy
cradaapty 1 (§81)
laeHTudikauis Yac yTpumyBaHHS niky rigpoxnopriaanay Ha Bianosigae -
rigpoxnopotiaaugy - BEPX xpomaTorpami po3umHy 3paska {(SaS) mae sianosinatm
yacy yTpumyBaHHA fiky rigpoxnopTriasnay Ha
XpoMaTorpami po3umHy ctaHgapty (SS)
laeHTudikauis Mnsima Ha xpomaTorpami posuuky 3paska (SaS) mae - *1
rigpoxnoptiasugy — TLWX BignoBigaTy 3a 3HauyeHHsM Rf, poamipom Ta
3abapBneHHAM nNAMi Ha XpoMaTorpami po3ynHy
crangapty 2 (SS2)
laeHTUchikauia TuTaHy BignosiaHo po aHaniTU4HOT MeToANKN - *1
aiokeuay
lpenTudpikauis 3aniza okcuais | BianosiaHo A0 aHaNiTU4HOT METOANKN. - *1
CynyTHi pomilwku sancaptany | He Ginbwe 0,5 % <=0,10 -
Ta rigpoxnopoTiaanay-
Oomiwka A
CynyTHi pomiwkv BancaptaHy | He Ginbiie 0,5 % <= 0,10 -
Ta rigpoxsiopoTiasuay —
Howmiwka B
CynyTHi gomiwku Bancaptady | He 6inbwe 0,5 % 0.2 -
Ta rigpoxnopoTiasuay —
Howmiwka C
CynyTHi AoMilukn BancaptaHy | He 6inble 0,2 % <=0,10 -
Ta rigpoxnopoTiasuay — iHLwi
OAVHUMHI
CynyTHi poMiwwku BancapTary | He Ginbwe 1,5 % 0.2 -
Ta rigpoxnopoTiasnay — cyma
KinbkicHui BMicT BancapTaHy | 95,0 - 105,0 % Big 3a3Ha4eHO! KinbkocTi 98,2 -

[anui ceptudikat aKoCTi Mae enekTPOHHWIA Nianvc.
CepTudikar CTBOPEHO aBTOMAaTUYHO BanifoBaHOK KOMM'I0TEPHO Nporpamoto SAP.

Hata apyky ceptudikary: 15.01.2025

CropiHka: 2/3




CEPTU®IKAT AKOCTI

KPKA, 4. 4., HoBo mecTo
YNPABMHHA AKICTIO

Lmap'ewka uecra 6
8501 Hoso mecTo
CnoseHis

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

Koa Neo: 7H8368

BAJIbCAKOP® H 80, Tabnetku, BKpUTi NNiBKOBOK 060510HKO10, 80 Mr/12,5 mr Ne 28
KpaiHa-BupoOHUK: CrioBeHin
1 TabneTka, BKpUTa NniBKOBOK 06O0NIOHKOI, MIiCTUTL 80 Mr BancapTaHy Ta 12,5 Mr rigpoxnopriasnay
nikapcbka popMa: TabneTku, BKpUTi MNiBKOBOK 0OGONMOHKO
po3Mmip i TMN NakyBaHHs: No 14 TabneTok y 6nicTepi; no 2 6nictepu B KOPooLi

Homep cepii: DE8658

[ata supobuuurea: 11.2024

I,Ela'ra 3aKiHYeHHs TepMiHy npugatHocTi: 11.2029

Ha3sa nokasHukis Cneuvdikauis PesynbTatv BunpobysaHs Mp.*

KinbkicHui smict 95,0 - 105,0 % Big 3a3HAYEHOT KiNbKOCTI 96,6 -

rigpoxnopoTiasuay

PO3uvHeHHs Bancaprady He meHwe 80 % (Q) Bia 3a3HaueHoi KiNbKOCT 95 -98 -
npoTsirom 30 XBUAH

PoaynHeHHA He menee 80 % (Q) Bia 3asHa4eHoi KinbkocTi npoTsirom | 93 -08 =

rigpoxnopTiasugy 30 xBunuH

MikpoGionoriyHa aKicTb — He 6inbwe 1000 KYOB 11 - *2

3aranbHa kinbKicTe aepobHux

mikpoopraniamis (TAMC)

MikpobionoriuHa sKicTb — He 6inswe 100 KYOB 11 - *2

3aranbHa Kinekictb

APDKAXOBMX Ta NNICEHEBUX

rpubis (TYMC)

MikpoBionoriuHa sKicTb - BigcytHis 17 - 2

Escherichia coli

Mp.* = MNpumitka

*1 He pyTuHHWUI MeTO4. BunpobyBaHHs nposoanTbes 1 pas Ha pik.
*2 aunpobyBaHHs NPOBOAUTLCS BiANOBIAHO A0 Nporpamu (onucaHa 8 MKS)

[laHuit cepTudikat SKOCTi Mae eNeKTPOHHWA nianuc.
CepTudikaT CTBOPEHO aBTOMATUMHO BaniA0BaHO KOMM'IOTEPHOI NPOrpamoio SAP.

[ara apyky ceptudchikaty: 15.01.2025
Cropinka: 3/3
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