KPKA, 4. 4., HoBo MecTo

CEPTU®DIKAT AKOCTI YNIPABAIHHA AKICTIO
LUmap'etika uecra 6
8501 HoeBo mecTo

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

Koa Ne: 7F0808

KAMTOMPWUN, Tabnetku no 50 mr Ne 20

KpaiHa-BUPOOHUK: CNnoBeHIsA

1 rabneTka MmicTuTb 50 MI KanTonpuny

nikapcbka ¢popma: TabrieTku

po3Mmip i TMN nakyBaHHs: No 10 Tabnerok y GnicTepi; no 2 6nicTepy y KAPTOHHIN KOPOOL

Homep cepii; LA1302

Lata BupobHuyrea; 05.2023 | 1J'J,aTa SaKiHL-IeHHFIFTepMiHy anﬂaTHOCTiZ 05.2026

PeecTtpauiiHe nocsig4yeHHA Ne:
UA - UA/4800/01/03

Hasea i agpeca supobHuKa, Bi,u,noai,u,aanofo 33 anyck cepii: |JliueHsiqa Ha‘BMpoﬁHMLlTBO No:
KPKA p.a., HoBo mecTo | 800-13/2018-6
LLimap’cwika uecra 6

HoBo MecTo, 8501, CnoBeHis

Poamip cepii: 7.480 LUT
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UM nigTBEPKYIO, WO BULLEHaBedeHa iHdopMaLlifa € AOCTOBIPHOW Ta ToYHO. JaHa cepia npoAyKuii Oyna supobneHa
(BKMIOHAIOUN MaKyBaHHA/MapKyBaHHs) | MpoWLna KOHTPOIb SKOCTI Ha BULLEBKa3aHiN AinbHULI B NOBHINA BiANOBIAHOCTI I3
suMoramMu GMP, BCTaHOBMNEHAMU MICUEBUM PEryrnATOPHUM OpraHoM, a TakoX Y BignosigHOCTI Ao cneuundikauli
peecTpauiiHoi [[oKyMeHTalii, 3aTBepaeHol B YkpaiHi ans ApocnigxkysaHoro rnikapcekoro 3aco®y. [1poTokony
BUPoBHULTBA, NaKyBaHHA i KOHTPONA AKOCTI nepesipeHi i BignosigatoTs BuMoram GMP.

Cepis sunyleHa y BiANOBIAHOCTI i3 ditoyoto Bepcieto MKA UA/4800/01/03.

[ata BUnycKy Ha pUHOK: Oco6a, signosiaankeHa 3a sunyck J13 Ha pUHOK
(03.07.2023 AHapen CeHila

[anui cepTudikaT SKOCT Mae enexkTPoHHUA Nianuc. Oara apyky ceptuddikaTy: 10.11.2023
CepTudikaT CTBOPEHO aBTOMaTUYHO BanigoBaHo KOMN'IOTEPHOK Nporpamoto SAP. Cropidka:; 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. 4., HoBo mecTo
YNPABJIIHHA AKICTHO
llimMap'ewka yecra 6

8501 HoBo mMecTo
CnoBeHis

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

Kog Ne: 7F0808

KAMNTOMNPWUN, Tadbnetkn no 50 mr Ne 20
KpaiHa-BUpPOOHUK: CnoBeHisA
1 Tabnerka mictutb 50 Mr KanTonpuny
nikapcbka ¢popma: TadbneTku

po3mip i TMN nakyBaHHA: no 10 TabneTok y 6nicTepi; no 2 6ricTepu y KAPTOHHIK KOpPoOLUi

Homep cepii: LA1302

LNaTa BupobHuuTtea: 05.2023 Oata sakiHYyeHHs TepMiHy npuaartHocTi: 05.2026
Hasea NOKa3HuKiB Cneunchikauis PesynbTaty BUNpodyBsaHs fp.*
Onunc Koyrni, aewo asoonykni Tabnertkun 6inoro koneLopy 3i Bianosigae -
CKOLEHMMY KpasMW Ta 3 Haciukoio 3 0AHOro BOKY
OAHOPIAHICTE 40308BAHNX MNpumaneHe Yyucno (AV): He Binbwe 15,0 2,6 -
OAUHUUE — OAHOPIAHICTD
BMICTY Kanvonpuny
laeHTUdIKaUiA KanTonpuny — | Yac yTpumyBaHHA Niky Kantonpuny Ha xpomarorpami | Bipnosigae -
BEPX PO3UNHY 3pa3ka (SaS) Mae BiANOBIAATY Yacy
YTPUMYBaHHA MiKY KANTONPURY Ha xpomaTorpami
PO3YUHY CTaHAAPTY (SS) -
laeHTudbikauia kanTonpuny — | Nlnama Ha xpomaTorpami posymHy 3paska (SasS) mae - *1
TWX BianoBigaTK 3a 3HaqeHHAM Rf, posmipom Ta
3abapBreHHAM Nasami Ha xpomarorpami po3ynHy
cradpapty (SS).
CynyTHi AOMILLKN — He 6inbwe 2,0 % 0,2 -
kanTonpuny Aucynbmia
CynyTHi AOMILLKN — He 6inbwe 0,5 % <= (0,05 -
HelgeHTUbikoBaHi 0ANHNYH
CYNyTHI 4 OMILLIK/
CynyTHi goMilku —3araneHa | He Ginbwe 1,0 % <= (,05 =
KiNbKICTb HEigeHTUIKOBaHNX
CYMYTHIX AOMILLOK
CynyTHi AoMilkn — cymapHo | He Ginbiue 2,0 % 0,2 -
CYNYTHIX AOMILLIOK
KinbkicHui smicT kantonpuny {95,0 - 105,0 % Bia 3a3HaueHol KinbkocTi 99,2 .
Po3YMHEHHst KanTonpuny He meHwe 80 % (Q) Big 3a3HaveHol KinbLKoCTi 101 -103 -
npoTAarom 20 XBUNWHK
MikpobionoriyHa akicTb - He Ginsbwe 1000 KYOB 1 ¢ <10 2
3aranbHa KinbKicTb aepobHUx
miKkpoopraHiamis (TAMC)
MikpodionoriyHa AKiCTs — He 6inbwe 100 KYOB1r <10 *2
JaransHa KinbKICTb
APiXINOBNX Ta NNiceHeBnx
rpudis (TYMC)
MikpoBionoriuyHa akicTb - BipcyTHiB 1 1 Bianosigae *2
Escherichia coli

p.* = MpyumiTka

*1 He pyTuHHUA meTog,. BunpobysaHHs nposoauTeca 1 pas Ha pik.

*2 BUNpobyeaHHS] NPOBOAUTLCA BiANOBIAHO A0 nporpamu (onucaHa B MKH)

HaHun ceptudikaT SKoCTi Mae enekTPoHHUK rianue, .
CepTuchixaT CTBOPEHO aBTOMaTUYHO BaslifoBaHOO KOMM'IOTEPHOIO Nporpamoto SAP.

Nata Apyky ceptudpikaty: 10.11,.2023
CropiHka; 2/2




