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KRIKN

KPKA, a. 4., HoeBo mecTo
YINPABMIHHA AKICTHO

CEPTU®IKAT AKOCTH _ - /MPABNIHHA Ak

8501 HoBO MecCTo

CrnioseHina
Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

_Kop, No: 7G4453

Ko-MpeHeca®, Tabnetku, 4 mr/1,25 mr Ne 90

KpaiHa-BUpoOHuUK: CrnoBeHisn

1 TaBneTka MiCTUTL 4 MI NnepuHaonpuny TepT-OyTunamiHy Ta 1,25 Mr iHaanamiagy

nikapcbka chopma: TabneTku
po3mip i TMN nakyBaHHA: no 10 TabneToky 6nictepi; no 9 Gnicrepis y kopobui

Homep cepii;. DD5340

lﬂ,a'ra 3aKiHYeHHS TepMiHy NpuaaTHOCTI 09.2026

[Narta supobHunurea: 09.2023

PeecTpalliiiie noceigyeHHs Ne:
UA - UA/10953/01/02

NiueHsia Ha BUpodHULITBO Ne:

Hasga i agpeca BUpOBHMKA, BiANOBIAaNLHOTO 3a BUNYCK CeplT:
800-13/2018-6

KPKA a.a., HOBO mecTO

Uimap’ewka yecta 6
HoBo mecTo, 8501, CnoseHin

Posamip cepif: 21.050 LLIT

Llvum nigreepaxyto, WO BuleHaseeHa iHcbopMaLlis € [OCTOBIPHOO Ta TOYHOID. [aHa cepia npoaykuii Byna Bupobnena
(BKITIOMaI0MW NaKyBaHHA/MapPKyBaHHA) 1 NPOVLLNA KOHTPONL AKOCTI Ha BUWLLEBKa3aHin AinbHALI B NOBHIW BiANOBIAHOCTI I3
Bumoramu GMP, BCTaHOBNEHNMX MICLEBUM PETYNATOPHUM oOpraHoM, a Takox Y BignogigHocTi A0 cneyudikauyl
peecTpauiiHol  AOKYMEHTaLil, 3aTeepXeHoi B Ykpaidi 4nS  AOChiAKyBaHOro NikapcbKoro sacoby. [lpoTokosnn

BUPOBHULITBA, NaKyBaHHA | KOHTPONSA AKOCTI nepesipeHi i BignosiaatTs sumoram GMP.

Cepist BunyLyeHa y Bi,unoai,u,HOCTi' i3 ,u.iro}-loro sepcieto MKA UA/10953/01/02.

[laTa sUnycKy Ha pUHOK: Ocoba, signosiganbHa 3a BUyCcK J13 Ha pUHOK
AHapes CeHiua

26.01.2024
AHA

Nata apyxy ceptucpikaty: 21.02.2024

Manwit cepTudikaT AKOCTI Mae eneKTPOHHWA NiANUC.
CepTudikaT CTBOPEHO aBTOMATUYHO BaniZOBAHOKO KOMM IOTEPHO NPOrpamoto SAP. CropiHka: 1/3
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CEPTU®IKAT AKOCTI

(T4 KRKN

KPKA, a. 4., Hoso MecTo
YAPABMIHHA AKICTHO
LLimap'etuka Uecta 6

8501 Hoeo mecTo
CnoBeHif

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

Hdannn cepTudikaT AKOCTI Mae enekTpoHHKuA nignunc.

CepTuchikaT CTBOPEHO aBTOMATWYHO BaNif0oBaHOK KOMN' IOTEPHOID Nporpamnio SAHY

Koa Ne: 7G4453
Ko-lMpeHeca®, Tabnetku, 4 mr/1,25 Mmr Ne 90
KpaiHa-BUpPOOHUK: CnoBeHinA
1 TabneTka MicTUTbL 4 MIr nepuHgonpuny TepT-OyTUnamidy ta 1,25 Mr iHganamiay
JlikapcbKa (popmMa: TabneTku
po3Mip i TMN NnakyBaHHA: no 10 TabseToK y 6nicTepi; no 9 6nicTepis y kopoobui
Homep cepil: DD5340
HaTa supobHuursa: 09.2023 JaTa 3akiH4eHHA TepmiHy npuaaTHocTi. 09.2026
Ha3Bsa nokasHuKIB CreuumchikaLlis PesynbTaTyt BUNpoOysaHb [p.*
Onuc Kpyrni, anerka asoonykni TabneTky Big Bisnoro 40 Bianosigae .
maike 6inoro Konbopy 3i CKOWEHUMU Kpaamn Ta
HaciyKolo 3 oaHOro Boky
OpHOpPigHICTL A030BAHUX MNpuiAmancHe unueno (AV): He binbwe 15,0 3,2 -
OBUHULbL — OAHOPIAHICTD
BMICTY nepuHAonpuny
epOyMIHY
OAHOPIAHICTL 4030BaHUX Mpuamanshe yucno (AV): He Binswe 15,0 3,0 -
OANHWLb — OAHOPIAHICTD
BMICTY iHAganamiay .
lpeHTUbikauia nepuHgonpuny | Hac yTrpuMyBaHHA NiKy nepuHaonpuny Ha Binnosipae -
epOymiHy — BEPX XpomaTorpami po3dmnHy apaska (SasS) mae Bianosigat |
Jyacy yTpUMYyBaHHA NiKy NepuHaonpuny Ha
Xpomarorpami posdunHy craHaapTy (SS)
laeHTUDikauia nepunaonpuny | Findma Ha xpomarorpamMi po3ymHy 3paska (SasS) mae Bianoeigae -
epbymiHy — TLLX BignoeigaTk 3a 3HaueHHAM Rf Ta hopmoIo nNAMI Ha
XpomarorpamMi posunHy ctaHaapty 2 (§52)
laeHTUDikawia iHganamigy — | Yac ytpumysaMusa niky inaanaMigy Ha xpomarorpami Bignosinae -
BEPX DO3YUHY 3paska (SasS) mae BignosigaTt vacy
YTPMMYBaHHA NiKy iHAanamiay Ha xpomarorpami
PO3YUHY CTaHAAPTY (SS)
laeHTUIKauUis iHganamiay — | lNnsma Ha xpomaTorpami po3unHy 3paska (SasS) mae Bianosigac -
TWX BignosinaTty 3a aHauveHHsM Rf Ta hopmoio nnami Ha
XpomMaTorpami posduHy craHgapty 1 (SS1)
CynyTHi A0MitUKy — He Ginewe 0,2 % <= 0,10 -
aAnKeToninepasuH
CynyTHi ZOMiLLKN — He Ginbe 0,3 % <= 0,10 -
nepuHaonpunar
CynyTHi JOMILLKA — He 6inbie 0,5 % <= (0,10 -
iHaanamigy aAomiwka B '
CynyTHi gomiwky - OpuHmiHl | He 6inbwe 0,2 % <= (0,10 =
AOMILLKM
CynyTHi AoMilkn — Cyma He Binbwe 1,5 % <= 0,10 -
KinbKiCHUW BMICT - 95 - 105 % Big 3a3HavYeHo] KiNbKOCTI 101 -
nepuHaonpuny epbymidy
KinbkicHWi BMicT - iHaanamigy | 95 - 105 % sif 3asHavyeHol KinbKocTi . 102 -
PoavuHeHHs - nepuHaonpuny | He merue 70 % (Q) Bia 3asHa4yeHo! KinkKOCTI -
epOymiHy npotsrom 45 xsunuH
PO3UNHEHHA iHg4anamigy He meHwe 70 % (Q) Bin 3a3HaYeHOl KinbKoCTi -
NPOTAroM 45 XBUNWH
MikpoBionorivyHa aKicTe — He Ginbwe 1000 KYO B 11 1
3aranbHa KinbKicTe aepobHunx
mikpoonraniamis (TAMC)

HaTta apyky ceptudikary: 21.02.2024
CTtopiHKa: 2/3
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KPKA, a. aA., HoBo mecTo
YNPABHIHHA AKICTIO

CEPTU®DIKAT AKOCTI LLiMap'elka LecTa 6

8501 HoBo MecTo

CnoBeHif
Ten.; +386 7 3312 111

En. nowrTa: info@krka.biz

Koa Ne: 7G4453

Ko-MpeHeca®, Tabnetku, 4 mr/1,25 mr Ne 90

KpalHa-BUpOOHUK: CnoBeHIA
1 TabneTka MicTUTL 4 MIr nepuHaoNpuny TepT-OyTunaminy ta 1,25 Mr inpganamiagy

nikapceka dyopma: TadneTkun

po3mip i TN nakyBaHHsA: no 10 Tabnetok y 6nicTepi; rno 9 dnictepis y kopoou

Homep cepii: DD_5340

LNaTa supobHuuTea: 09.2023 |_ﬂ,aTa 3aKiHYeHHs TepMiHy npugaTtHocTi: 09.2026

Ha3Ba NoKasHUKIB Cneuudikayia PesynbTaThh BUNpoOyBaHb

MikpoBionoriyHa aKicTb — He 6inswe 100 KYOB1r

3aranbHa KinbKicTs
APIKIKOBUX Ta NNICEHEeBUX

*.1

rpubis (TYMC)
MikpoBionoriuda sKicTb - BigcyTHis 1T
Escherichia coli

*1

Mp.* = MpumiTka
* sunpoBysaHHA NPOBOAUTLCA BianOBIAHO A0 nporpamu (onucaHa B MK#)

HaHun ceprrddikaT AKOCTI Mae enekTPOHHUA Nianuc,

- CepTudpikaT CTBOPEHO aBTOMaTUHHO BaNiA0BaHOIO KOMN'IOTEPHOW nporpamoto SAP. Cropinka: 3/3

HaTa apyky ceptudikaty: 21.02.2024




