AEPAIIIKCITYXBA
JEPXKABHA CJIIYKDBA 3 JHKAPCBEKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU ¥ KHIBCBKIHA OBJIACTI

nipocnekT Banepis JJoGanoecukoro, 51, m. Kuis, 03110, Ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/wwiv.dls.pov.ua, Kog EAPITOY 37078774

BHCHOBOK

HpO AKICTH BBE3CHOI0 B YKpainy Jikapebroro 3acoby
24.10.2022 Ne 44560/22/10
ATOPHUC®

(mafiMenysastng MRapesRoOra 3acoby 3MAHO 3 peccTpaliiitinM MOCBIATEHIAM)
Tabaerxu, BRPUTI NAIBKOB0I0 000/10HK010, IT0 10 Mr no 10 Tabneror y Gaicrepi, no 9
OaictepiB v KapToaAii kopobui

((popMa RSTYCKY, A03YBAHAA, BUI NAKYBANHA Jikapeskora Jacady)
Hoxep peectpanijtuoro nocainuenns UA/5302/01/02 crpox aii peecrpauitinore nocsiguerns (1.01.2099
Cepis nixapcokoro sacofy Ne NLE401 Kinbkicts BBE3EHOrO AiKapceKoro 3ac08y 2333

Brpobai KPKA, &.1., Hoso mecto, Cnosénin

(satimeHyparny rupobiika nikapeskore 3acoby, Kpaiia MoxoaxeHNA)

Beeaero B Ykpaiy CriabHe yRpailHCbRO-eCTOHCEKE HiANPHEMCTBO Y hopmi
TORApPHCTBA 3 00MexeH00 BignoBiganbHicTio "OnriMa-Oapm,
JTH", inent. xog: 21642228

(uaiistenynansa Ta ko 3a €JIPFIOY opumrmol ocobit afo npiasnure, iM's, no Garskoei
ipisnunoi ocobs - mignpresns, T Micue DpoXIRANHA 1A peccTpauiiidi Rovep obaikesol
KAPTKIL (EIaTHISKA NoAaTkiB aGo cepid Ta HOMEp NacTopTa}

Ifporoxos sizyantnoro kourpoaw sin 21.10.2022 N 2704/2.

3a pesynsTaTamM JEPKABHOIO KOHTPOMO BCTAHOBAGHO, WO JikapchKuf  3aci0  eBeseno B Ykpaidy 3
AOTPUMAHHAM BiMOT 3aK0HOAABCTSE WOAD 3a0e3neYEHHA AKOCTI AIKAPCHRIX 3ac00iB.

Ipnua HATIAMAP

Ciuiiinan e ipissine)




(T4 KRKN

KPKA, 4. 4., HoBo mecto
CEPTUDIKAT AKOCTI YMPABMIHHSA SKICTIO

Lmap'ewwka Lecra 6

8501 Hoeo mecTo

CnogeHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7F0864

ATopuc®, TabneTku, BKpUTI NNiBKOBOK 0GONOHKO0, 1o 10 Mr Ne 90

KpaiHa-BUpPoOHMK: CrioBeHisn

1 Tabnetka, BKpUTa NJliBKOBOIO 0GONOHKOI0, MiCTUTL 10 Mr aTopBacTaTUHY Y BUIMALI aTOpBacTaTUHY KanbLilo
nikapcbka popma: TabneTkn, BKpUTi NNiBKOBO 0OONOHKOIO

po3Mmip i TN nakyBaHHsa: no 10 TabneTok y 6nicTepi; no 9 Gnicrepis y kopooui

Howmep cepii: NL8401

[Jara BupobHuuTtea: 05.2022 |,El,aTa 3aKiHYeHHs TepMiHy npuaaTtHocTi: 05.2024

PeecTpauiiine noceigveHHs Ne:
UA - UA/5302/01/02

HasBa i anpeca BupoGHUMKa, BignosigansHoro 3a Bunyck cepii: | JlileHsis Ha BupoGHULTBO Ne:
KPKA o.4., HoBo mecTo 800-13/2018-6

lWmap’emka wecrta 6

Hoeo mecTo, 8501, CnoBeHin

Posmip cepii: 10.975 WUT

LUum nioTeepoxyo, WO BULleHaBefeHa iHopmalis € JOCTOBIpHO0 Ta TouHow. JaHa cepia npoaykuii Oyna supobneHa
(BKIHOYAKYKN NakyBaHHA/MapKyBaHHS) | NMpoMLLrIa KOHTPONb SAKOCTI Ha BULLEBKa3aHiil AiNbHWULI B MOBHINA BiANOBIAHOCTI i3
gumoramy GMP, BCTaHOBMEHMMU MICLIEBUM PErynsATOPHUM OpraHoM, a TakoXx Yy BignosigHocTi go cneumddikauii
peecTpauiiHoi  AOKyMEeHTauii, 3aTBepmxeHoi B YkpalHi Ang [ocnipKkyBaHoro nikapcbkoro 3acoly. [lpoTokonu
BUPOGHULITBA, NaKyBaHHS | KOHTPOIs SIKOCTi NepeBipeHi | BignosiaaioTe Bumoram GMP.

Cepisa BunyLLeHa y BiAnoBigHOCTI i3 gitoyoto Bepcieto MKHA UA/5302/01/02.

[arta Bunycky Ha puHOK: Oco06a, BignoBigansHa 3a Bunyck J13 Ha puHok
13.06.2022 ) Hina Kipap

i

(Fa KRN
KRKA,

tovarna zdravil, d.d.,
Novo mesto

Looe o S 2O “%” rFRre zozs &é%@

[aHxuit cepTudikat AKOCTi Mae eneKkTPOHHWIA nignuc. Oata apyky ceptucpikary: 10.10.2022
CepTudikaT CTEOPEHO aBTOMATUYHO Barif0BaHOI0 KOMITI0TEPHOIO nporpamoro SAP. CropiHka: 1/2




CEPTU®IKAT AKOCTI

(L4 KRKN

KPKA, 4. 4., HoBo mecTo
YMPABIIHHA AKICTIO
map'ewka yecra 6

8501 HoBo mecTo
CrioBeHis

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

Kop Ne: 7F0864
ATopuc®, TabneTku, BKpUTI NNiBKkOoBOIO o6onoHkoto, no 10 mr Ne 90
KkpaiHa-BupoGHuK: CnoseHis
1 TaGreTka, BKpUTa NIiBKOBOIO OGONIOHKO, MicTUTL 10 Mr aTopBacTaTMHY Y BUrnAAl aTopBacTaTUHY KanbLito
nikapcbka popma: TabnetTku, BKpMTi NNiBKOBOK 06ONIOHKOK
po3mip i TN nakyBaHHaA: no 10 TabrneTok y GnicTepi; no 9 GnicTepiB y kopoo6ui
Howmep cepii: NL8401
[ara supobHuurtea: 05.2022 |,El,aTa 3aKiHYeHHSA TepMIHY npugartHocTi: 05.2024
Hasea nokasHukis Creundikaulis PesyneTtatn BunpobyBaHb Mp.*
Onnc Bini, kpyrni, Tpoxy BUNYKNi, BKPWTI MIiBKOBOIO Bipgniosinae -
oBonoHKow TabneTkmn
OpHOPIJHICTb [,030BAHMX MpuiimansHe yncno (AV): He Ginbwe 15,0 1,6 -
OAVHULb — O HOPIJHICTb
BMICTY aTtopBacTaTuHy
lpeHTudikalia atopeacratury | Yac yrpumyBaHHS niky atopeactaTuHy Ha Bianoeigae -
- BEPX Xpomarorpami po3unHy spaska (SaS) mae Bignoeigatn
yacy yTpumyBaHHS Niky aTopBacTaTuHy Ha
XpomaTorpami posuuHy craHaapty (SS)
lpeHTuikalia atopeactatuHy | OCHOBHa nnsAMa Ha XpomaTtorpami posynHy 3paska - *1
- TWX (SaS) mae BignoBigaTy OCHOBHIN nnAmMi Ha
Xpomarorpami posynHy crasaapty (SS)
lpenTudikadis Turany PosunH HabyBae x0BTOro 3abapeneHHA - *1
piokeuay
CynyTHi gomiwku — ATN1 He 6inbwe 0,2 % <0,1 -
CynyTHi gomiwku — ATN2 He 6inbwe 0,2 % <0,1 -
CynyTHi fomiwwku — ATN4,5 He Ginbwe 0,2 % <01 -
CynyTHi gomitukn — ATN12 He 6inbe 0,2 % < 0,1 -
CynyTHi gomiwikm — ATN13 He 6inbe 0,2 % <01 -
CynyTHi gomiwikn — ATN14 He 6Ginbwe 0,2 % <01 -
CynyTHi gomiwkun — ATN15 He Ginbie 0,2 % <0,1 -
CynyTHi gomiwkn — ATN16 He 6inbwie 0,2 % 0,1 -
CynyTHi gomiwkm — ATL1 He Ginbwe 0,2 % <01 -
CynyTHi fomilkn — oguHudHa | He Ginble 0,2 % <01 -
HeigeHTudikoBaHa foMiLlka
CynyTHi JOMILLKY — cyma He Ginbwe 1,0 % 0.1 -
KinbkicHuii BmicT 95,0 - 105,0 % Bia 3a3HaYEHOT KiNIbKOCTI 101,0 -
aTopBacTaTuHy
PosunHeHHs aTtopBacTatuHy | He meHwe 75 % (Q) Big 3a3HaveHOT KinibKoCTi 93 -96 -
npotsrom 30 XBUSUH
MikpoGionoriyHa aKicTe — He Ginbwe 1000 KYOB 11 - *2
3aranbHa KinbKicTb aepobHUx
mikpoopraHismis (TAMC)
MikpobionorivyHa siKicTb — He 6inbwe 100 KYO B 1T - *2
3ararnbHa KinbkicTb
APDKIAXKOBUX TA NNICEHEBUX
rpubis (TYMC)
MikpobionoriyHa sikicTb - BigcytHiB 1T - *2
Escherichia coli

Mp.* = INpumitka

*1 He pyTuHHuiA MmeTog. BunpobyBaHHsi npoBoauTbeA 1 pas Ha pik.
*2 BUNpoGyBaHHS NPOBOAUTLCS BiAMNOBIAHO A0 nporpamu (onuncana B MKA)

Danuii cepTudikat SKOCTi Mae eneKTPOHHUIA nignuc.
CepTudikar CTBOPEHO aBTOMAaTUYHO BanijoBaHOK KOMM IOTEPHOIO nporpamoto SAP.

Data apyky ceptudpikaty: 10.10.2022
CropiHka: 2/2
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