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KPKA, a. a., Hoso mecto

YIPABIIHHA AKICTHO
CEPTMq)IKAT ﬂKOCTl Umap'clwka uecia 6

8501 Hoeo mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra; info@krka.biz

Ko Ne: 7H9601

LiunpuHon®, TabneTku, BKPUTI NiBKoBOO o6ornoHkoto, no 500 mr Ne 10

kpaiHa-BUpoGHUK: CrioBeHin

1 TabneTka, BKpUTa NNiBKOBOI 0GOMOHKOK, MiCTUTE 500 MI unnpodokcauuHy y

BUrnAni uMnpodnokcauuHy rigpoxnopuay MoHorigparty

nikapcbka hopma: TabneTku, BKpUTI NNniskosolo 060M0HKOK

po3Mip i TUN nakyeaHHs: no 10 TabneTok y 6nicTepi; no 1 onictepy B

KapTOHHIW Kopobui

Homep cepii: NN5983

[Hata supobHuuTea: 05.2024 lﬂara aakKiH4eHHa TepMiHy npuaarHocTi: 05.2029

PeecTpauiiite nocsigverHs Ne:
UA - UA/0678/02/03

Hassa i agpeca BupobHUMKa, BiANOBIAANBLHOMO 3a BUMYCK cepil: |JliLeHsis Ha BupobHULTBO Ne:
KPKA a.4., HoBo mecto 800-13/2018-6

lLimap’ewka yecrta 6

Hoso mecTo, 8501, CnoseHis

Poamip cepii: 17.964 WIT

Lium niaTeepmxyto, Wo BUlLeHaBeaeHa iHpopmMalis € JOCTOBIPHO Ta TOHHO. JNana cepia npogykuii 6yna supobneHa
(BKAKOYAKYW NaKyBaHHA/MapKyBaHHA) i MPOMLLNa KOHTPOSb AKOCTI Ha BulLEBKa3aHiit AiNkHULI B NOBHIW BiANOBIAHOCTI i3
guMoramu GMP, BCTaHOBAEHWUMU MICLIEBUM pEryfisTOPHUM OpraHoM, a Takox Y BignoeigHocTi A0 cneundikadii
peecTpauiiiioi  AokyMeHTauil, 3aTsepixeHol B Ykpaini Ans JochiakyBaHoro nikapcbkoro 3acoBy. [lpoTokonu
BUPOBHULTBA, NaKyBaHHS | KOHTPOMNA AKOCTi NepesipeHi i BignosigatoTs BuMoram GMP.

Cepis BunyweHa y BiAnosiaHocTi i3 Airodoto Bepcieto MKA UA/0678/02/03.

LaTa sunycky Ha PUHOK: Ocoba, BignosigansHa 3a sunyck J13 Ha pUHOK
26.11.2024 Anapes Cexiua

Py g oar LETY

Cig,r. 7 2, /

Danuit cepTudikaT AKOCTI Mae eNeKTPOHHUIA NIANKUC. DNata apyky cepTudikaty: 27.11.2024
CepTudikaT CTBOPEHO aBTOMAaTU4HO BaNIA0BAHOK KOMIMT'OTEPHOM NPOrpamMoto SAP. CropiHka: 1/2




CEPTU®DIKAT AKOCTI

KPKA, 1. 4., HoBo mecTo
YMPABJIIHHA AKICTHO
lmap'eka yecra 6
8501 Hoso mecTo
CnoseHis

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

Kopn Ne: 7H9601
LiunpuHon®, TabrieTku, BKpUTI NNiBKoBOK 06onoHkoto, no 500 mr Ne 10
KpaiHa-BupobHuK: CnoseHin
1 TabneTka, BKpUTa NNiBKOBOIO 060MOHKO, MiCTUTE 500 Mr LMNpodnokcauuny y
Burnsai uunpodnokcaumHy rigpoxnopuay MoHorigparty
nikapcbka dpopmMa: TabneTku, BKpUTI NMIBKOBOI 060MOHKO
po3mMip i TUn nakysaHHa: no 10 TabneTok y 6nicTepi; no 1 6nicrepy B8
KapTOHHIN kopobui
Homep cepii: NN5983
Hata supo6HuUTBa: 05.2024 l,D,aTa 3aKiH4eHHs TepMidy npugaTtHocTi: 05.2029
HasBa nokasHukis Cneuudikauis Pesyrnbrati sBunpobysaHb Mp.”
Onuc OganbHi, Binoro koneLopy Taénetku, BkpuTi Nniskosoto | Binnosinae -
0BONOHKOK, 3 HACIHKOI 3 0fHOro BOKY.
QaHopigHICTEL 4O30BaHNUX MpuitmarnsHe yucno (AV): He Binewe 15,0 2,2 -
oAUHULL — ORHOPIAHICTL
BMIiCTY UunpodpnokcalnHy
lneHTUdikauis Yac yTpumyBaHHs niky uunpodnokcaluuHy Ha Binnosinae -
uunpodnokcauuny - BEPX xpomarorpami poauury 3paska (SaS) mae sinnosigatu
Yacy yTpuMyBaHHs NiKy UMnpodnokcaluHy Ha
Xpomarorpami po3yuny craHgapty (SS)
loeHTUdIiKauis OcHOBHa NNsgMa Ha Xxpomarorpami po3dnHy 3pasxa Binnosinae
uunpodnokcatuty — TIUX (SaS) mac sigrosigaTu 3a sHauyeHHsM Rf, poamipom Ta
3abapBreHHaM NisiMi Ha XpomaTorpami poaunHy
cTanaapTy (SS)
lneHTudikaLia TuTady Po3unH Habysae xoBTOro 3abapsneHHs Bignosigae *1
aiokeuay
Buict Boau (0,1 r, Hydranal Bin 4,5 % 00 9,0 % 6.2 -
Composite 5)
CynyTHi AOMILKK — cyma He 6inbwe 1,0 % <= (,05 -
CynyTHi goMiLKku — He Binbwe 0,4 % <= 0,05
eTurnexaiaMiHoBUIA aHanor
CynyTHi QOMILIKK — iHLLi He 6inbwe 0,2 % <= 0,05 -
OJUHWYHI AOMILUKK
CynyTHi foMILLIKKA — KUCHoTa He Ginsiue 0,2 % <=0,2 -
dTopXiHorioHoBa
KirbkicHe BU3HAYeHHs 95,0 - 105,0 % Bif 333HaYeHOI KiNbKOCTI 100,2 -
LMNpodiokcaUunHy
Po3qnHeHHs He meHwe 80 % (Q) sin 3a3HauveHol KinbKocTi 98 -103 -
yunpodnokcaunHy npotsrom 30 xsunuH
MikpoBionoriuHa sikicTs — He Ginbwe 1000 KYO B 11 - 2
3araribHa KinbKicTh aepobHux
Mikpoopratiamis (TAMC)
MikpoBionoriuHa saKicTs — He Ginswe 100 KYO B 11 - ‘2
3ararbHa KinbkicTs
LAPDKIKOBUX Ta MiiceHeBux
rpubis (TYMC)
MikpoBionoriuxa aAKicTb - BiocytHiB 11 - *2
Escherichia coli

MNp.* = MpumiTka
*1 He pyTuHHWiA MeTog,. BunpoBysarHsa npoBoauTses 1 pas Ha pik.
*2 BunpobysaHHs NPOBOAUTLCS BIANOBIAHO Ao Nporpamu (onucaHa B MKS)

[anuit cepTudikaT AKOCTI Mae enexTpoHHUIA NifNUc.
CepTudikaT CTBOpEHD aBTOMATUYHO BaIIL0BAHOK KOMITI0TepHO0 Nporpamoto SAP.

[aTa apyky ceprudikary: 27.11.2024
Cropikka: 2/2




