Y

JIEPJKABHA CJIYKBA 3 JIKAPCHbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Haaii Ceitniunoi, 3. 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BUCHOBOK
Npo siKieTh BBE3eHOro B Y Kpaily JikapcbKoro 3aco0y

18.12.2024 Ne 67926/24/26

BAJIOJUIII

(HARMCHYBAHIA JTKAPCEKOIO 30¢00Y AFUIHO 3 PeCCTPALHHI TOCBIIYCHHAM )
TabaeTKH, BRPHTI IIBKROBOI0 060101K010 110 S M1/80 Mr, no 10 TadacTor y oJricrepi; no 3
GaicTepn y KaprolHiii Kopooui

((pOpMa BUITYCKY. 03y BAHITA. BHA MAKYBAIHS 1IKAPCHKOTO 3aC00Y)
Howmep peectpatsiiioro nocsinuenis UA/14357/01/01 erpox aii pecerpauiiinoro mocainieiiis 11c00OMEHEeHNH
Cepis nikapebkoro zacody Ne DE4239 KinbkicTh seeseHoro nikapebkoro sacody 4080

BipoOHIK KPKA. ... Hoso mecto. ClloBeHIs

(HaHMEHY BHIE BHPOOHHKD JIKAPCLEOTO 30c00y, Kpaita OXOIKEHIH )

CrijibHe YRPAIHChKO-CCTONCHKE HIANPHEMCTBO Y dopMmi TOBApHCTBA
BeeseHo B YEpaiHy 3 oGMeskenoto Bianosigaabuicrio "Onrima-Mapa, JIT/L", inewr. kon:

21642228

(Hadimeny s 1a ko 3a CJIPIIOY jopianunoi ocodn ado npizsuiLe. iM's. 10 DATRKORI (DizHUHOT
OCOGH = NLANPHENIL. Ti MICILE IPOZRHBAIIS Ta peecTpatiiimii nomep 0011KOBOT KAPTKH MIATHIHKA
HOAATKIB aDO cepis Ta HOMEP HACHopia)

TMpoTokos Bisyansuoro konrpomio nia 18.12,.2024 Ne 4335/15.

3a pesyJbTaTamy  JIePAABHOIO  KOHTPOJIO  BCTAHOBIACHO,  LLO Aikapchxuiiz 3acid  eeezeno . YkpaiHy 3

JOTPHUMAHHSAM BHMOr 3aKOHOAABCTRA LHOJLO sa0eaneuents AK0CTI JKApeHKIX 3ac00IB.
pd ¥

Havansuu Muxona XOJIOJEHKO

(nocanok 0I0) (niamue) (ininmiaan Ta npizuimne)



(F4 KRKA

KPKA, a. 1., Hoso mecto
YMPABIIHHA SKICTIO
CEPTUDIKAT AKOCTI iyt
8501 Hoeo mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowrTa: info@krka.biz

Kon Ne: TH0379

BAITORIN, TaGrieTky, BXpUTI NNIBKOBOH 06ONOHKOI0 o 5 Mr/80 mr Ne 30

kpaina-BMpoGHMK: CrioBeHin

1 Tabnetxa, BkpMTa NNIBKOBOID ODONOHKO, MICTHTbL 5 MI aMnogunidy y Burnani amnoguniny Gecvnary i 80 mr
BancapTaHy

nikapceka dhopma: TaGneTky, BKPUTI NNIBKOBOK 0GOM0HKO

po3mip i TMN rakyeanHs: no 10 TabneTok y Gnicrepi; no 3 6nictepu y KopoOuji

Howmep cepil: DE4239

Hara eupobHuyTea: 05.2024 |}1aTa 3akiHyeHHA TepMiHy npuaaTHocTi: 05.2027

PeecTpauiiine nocsigueHHs No:
UA - UA/M4357/01/01

Haasa i agpeca supoBhuka, BignosinansHoro aa Bunyck cepii: |NiueHais Ha BMpobHULTEC Ne:
KPKA a.p., HoBo mecTo 800-13/2018-6

Umap’emka necra 6

HoBo mecrto, 8501, Cnogeria

Poswmip cepii: 59.801 LUT

Ljnm nigTeeppxyto, WO BULIEHaBEAEHa iHOPMALIA € OCTORIPHOIO Ta TOUHOIO. Hana cepis npoaykuii 6yna eupobneHa
{BKNIOYAKMM NakyBaHHA/MApKYBaHHA) | NPOMLLINA KOHTPONb AKOCTI Ha BULLEBKa3aHin ainsHWL B NoBHi% BignosigHocTi ia
auMoramu GMP, BCTaHOBNEHUMU MICLIBMM PEerynATOPHUM OpraHom, a TakoX Y BignNoOBigHOGTI Jo cheuumdikauii
PeecTpaLiiiHol  JoKyMeHTauil, 3aTeepiweHol B Ykpaidl ons AocnigxysaHoro nikapcbkoro 3acoBy. [MpoToxonw
BUPOBHULITEA, NaKyBaHHs | KOHTPONSA AKOCT nepesipeHi i BignosigaoTe BUMoram GMP.

Cepis BunywieHa y eignosigHocTi ia gitouoio sepcieio MKS UA/ 4357/01/01.

[flata BUNYCKY HA PUHOK: Qcoba, signoeigantka aa Bunyck Ji3 Ha puHok
17.09.2024 Test [TasniH

Tt

HAaruii ceprudikar SKOCTI MAE BNEKTPOHHY NigNMC. fata apyxky ceptudbixaty: 05.12.2024
Cepmvidhikar cTBOpeHD aBTOMATUYHD BANIACBAHOK KOMN'KITEPHOKD nporpamolo SAP. Cropinka: 1/2

-ud a0 by y100 44 %




CEPTU®IKAT AKOCTI

(B KRKA

KPKA, 8. 8., Hoso mecto
YMPABIIHHA AKICTIO
Wnmap'ewxa tecra &

8501 Hoso MecTo
CnoeeHis

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

Kog iNe: 7H0379
BAIOJAI, Ta6neTky, BKPUTI nniBkosoo o6onoHKo no 5 Mri80 mr Ne 30
KpaiHa-BupoOuuk: CnoeeHin
1 TabneTka, BKpUTa NNIEKOBOIO OGONOHKOL0, MICTUTL 5 Mr amnogunivy y Burnngi amnogunidy 6ecunaty i 80 mr
BancapTany
nikapceka dropma: TaGrieTky, BKpUTI NNiBKOROK 0GONOHKOO
po3mip i TMn nakysauxsa: no 10 Tabnerox y GnicTepi; no 3 oriictepyu y xopobui
Howmep cepii: DE4239
HJara supobuuyrea: 05.2024 IﬂaTa 3aKiHyeHHs TepMiHy npuaaTHocti: 05.2027
Hasea nokagHukin Cneuwudikauin PeaynbraTy Bunpofyeans Np.*
Onuc Kpyrni geoonykni TaGNETKY 3i CROLIEHUMI KDanmy, Bianoejyae -
BKPWTI NNiBKOBOIC 0BONOHKO0 KOPHUHIODATO-K0oBTOra
KONMbOPY, MOKNWEI TEMHI BKpANNEHHA
IpewTudikallis Tutany Poaunn y Turai Habypae XoBTo-NoMapaHYesoro - b |
iokcuay 3abapBneHHs
lnenmdpikauia 3anisa okcupy | Ha hinbTpysansHomy nanepi aanuiuaeTLCA CUKHIRA - "1
0CaA, XapakTepHWA ANA iOHY 3anisa
InenTuthikauis BancapTany — | Yac yTpvmynaHns niky Bancaprany Ha xpomatorpami | Bianosigae -
BEPX poauuHy 3paska (SaS) mae sinnosigaTh vacy
YTPUMYBAHHA NiKy BancapTany Ha XpoMaTorpami
poa4uHy craHpapTy (S5)
IpeHrntbikauia amnogunity — | Yac yrpumysanHs Miky amnoauniny Ha xpomarorpami | Bignosinae -
BEPX posuuHy 3paaka (Sal) mae sinnosigati vacy
YTRMMYBaHHS NiKy aMnoaunivy Ha xpoMarTorpami
PO3YMHY CraHgapTy (SS)
OpaHopigHicTk goaosaHnx MpuiimanbHe yncno (AV): He Binbwe 15,0 5.9 -
OAVHKLL ~ OAAHOPIgHICTD
BMICTY amnogunivy
OnHopigHicTs gozoBaHmwx MpuiiManshe yucno (AV): He Binblwe 15,0 5,1 -
CAMHULb - ORHOPIAHICTE
BMICTy BancapTany
CynyTHI Bomilkn — He Binbtug 0,3 % <= 0,10 -
aMnofrniHy aomiwka D
CynyTHI ACMILLIKK — [Hbi He Binbwe 0,2 % <=0,10 -
OAMHUMHI AOMILIKI
CynyTHi gomikn — cyma He Ginbwe 1.5 % <=0,10 -
Kinexichuid BMicT Bancaprady |95 - 105 % Bia aaaHaveroi KinbkocTi 100 -
KinbgicHuis BmicT amMnopvniny |95 - 105 % sig 3aaHaueHol KIALKOCT 98 -
PoavuvHEHHA BancapTaHy He menwe 80 % {Q) bix, 3a3HaqeHoT KiAbKOGT 99-103 -
ApoTAMOM 30 xBUAKH
PosunHeHHs amnoauniny He meHwe 75 % (Q) sig 2aaHaveHof kinbkocri 90-93 -
npoTsroM 30 xeunuH
MikpoBionoriyHa sxicTs — He Ginbwe 1000 KYO e 11 - *2
JarancHa KiNLKICTL agpabHyx
mixpoopraHismie (TAMC)
Mikpoionoriyua AkicTb — He Binewe 100 KYO B 1 r - *2
3aranbha KineXicTs
ARIKOMOBUX Ta NNiceHEBUX
rpubis (TYMC)
MikpoBionoriuna akicTs - Bincymis 1 r - *2
Escherichia coli

Mp.* = Npumitka

*1 He pyTuuua metoa, BynpoByeanna nposoguTses 1 pas Ha piK.
"2 evnpoGypaHHA NPOBOAWTLCA BIANOBIRHO A0 Nporpamu {oAucaHa B MKS)

Oanui ceprndbikaT AkocTi Mag enexTpoHHWA nignue.
Cepruthixar cTBOPEHO 2BTOMATWUHO BanifoBaHOK KOMN'KOTEPHON Nporpamold SAP.

Hara apyky ceprudikary: 05.12,2024
Cropinka: 2/2
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