AEP)KABHA CJIY)KBA 3 JIIKAPCHKHUX 3ACOEIB

TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitiuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon EPTIOY 37079055

BUCHOBOK
MpPo SAKICTh BBE3EHOr0 B Ykpainy Jjikapcbkoro 3acoly

15.08.2024 Ne 41809/24/26

ACEHTPA®

‘ (l‘laﬁMClrlyBaHHﬂ NKAPCLKOrO 3acoby 3riaHo 3 peecTpauiiuum rocsinuenmsim)
Ta0JEeTKH, BKPUTI MJIiBKOBOIO o060s101K010, 110 50 mMr, 110 7 Tab1eTOK y OJiicrepi; no 4
OaicTepn y kopobui

((opma Bumycky. aosysanns, sra NaKyBanHs NikapebKoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/8770/01/01 CTPOK Aii peecTpauiiiHoro nocsinuenns HEOOMEKEH

Cepis nikapcbkoro 3aco6y Ne LA3906 Kinbkicts BBE3EHOrO NiKapcskoro 3acoby 540

Bupo6Huk KPKA, n.1., Hogo Mecto, CiioBeHis
‘ (HaitMenyBaris BupoGHuKa nikapcLkoro 3acoby, kpaitia TIOXO/KCHHS )

Baeseno B Vipainy Cninbne yxkpaiucbko-ecToncnice nianpuemcrso y gopmi
TOBAPHCTBA 3 00MEKeHOI0 BiANoBixaIbHICTIO "OnTima-®apwm,
JITI", inenr. won: 21642228

(HafimenyBaniis Ta koa 32 €/IPTIOY 10pHAMINOT 0c06H 860 npissue, iM's, no 6aThkosi
(hiznunof ocobm - nianpuemus. i Micre NpoXuBatHs Ta peecrpauiiiuuit Homep o6nikoRo
kapTku niatiuka noarkis abo cepis ra nomep nacnopra)

Mpotoxon sisyansnoro koutposio sia 15.08.2024 Ne 2695/1 1.

38 pe3synbTaTamu  mepKaBHOro KOHTPOJIIO  BCTAHOBNEHO, WO JiKAapChkuil 3aci6 BBe3eHo B Yipainy 3
.7 ;
AOTPHUMAHHSAM BuMOr 3aK0HOAABCTBA 11010 3abe3neyeHHs aKoCTi JUkapcekux 3acobi.

~

Mukona XOJIOJIEHKO

(nianuc) (inidanu Ta npizeuule)




(T4 KRKA

KPKA, n. A., HoBo mecTo

YNPABNIHHA AKICTHO
CEPTU®IKAT AKOCTI SIPRGIINILY AL

8501 Hoso mMecTo

Cnosesig

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7H5026

ACEHTPA®, TabneTkW, BKpUTI NAIBKOBOIO 060NOHKOK, no 50 mr No 28
KpaiHa-BupoGHuK: Cnosenin

1 TabneTka, BKpUTa NNIBKOBOI OBONOHKGID, MICTUTL 50 Mr cepTpaniHy y
BUIMAAi cepTpaniHy rigpoxnopuay

nikapckKa hopMa: TabneTkn, BKPUTI MNIBKOBOO 06ONOHKO0

PO3MIp | TUN MarkyBaHHA: no 7 TabneTok y 6nicTepi; no 4 Gnictepu y
Kopobui

Homep cepii: LA3906
faTta supobHuuTea: 04.2024 |,D,ara 3aKiH4eHHs TepMiHy npugatHacti: 04,2029

PeecTpauiiite nocesiguenns Ne:
UA - UA/8770/01/01

Haaga i anpeca BMpoBHUKa, BignoBigansHoro aa eunyck cepii: | MNiueHsis Ha BUpOBHULTBO No:
KPKA n.a., Hoeo mecTto 800-13/2018-6

Lmap’ewka yecta 6

Hoeo mecTo, 8501, CnoBeHisn

Poswmip cepii: 5.544 WUT

Lium nintBepaxylo, ILo BUWeHaBeaeHa iHdopMauis e AOCTOBIpHOIO Ta TouHow. Jana cepia npoaykuii 6yna eupoGnena
(BKNOHAICUU NAKYBAHHAMAPKYBAHHA) | NPORLLNA KOHTPOMb SKOCTI Ha BULLEBKA3aHIi DinbHWYi B NOBHIKM BignosigHocTi i3
eumoramn GMP, BCTAHOBNEHUMU MiCLEBUM PETYNATOPHAM oOpraHom, a Takoxk y BiAnosBigHocTi Ao cneuwdikadii
peecTpauiitHoi  gokyMeHTallii, 3aTsepaxeHoi B Ykpaini ans Aocrigxysanoro nikapeskoro  3acoBy. MpoTokonm
BUPOBHUUTBA, NaKyBaHH | KOHTPONA SKoCTi Nepesipeti | BianoBinaKTE BUMOram GMP.

Cepia Bunyulena y signosigHocri is airouoio sepcieto MKA UA/8770/01/01.

Lara sunycky Ha pUHOK: Ocoba, sinnosifancta 3a Bunyck 13 Ha pUHOK
30.07.2024 AHrena Konapi4
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Hanuil cepTuchikaT AKOCTI MAE eNeKTPOHHWI nignye. [laTta gpyky ceprudikaTy: 30.07.2024
CepTudikar CTEOpeHO aBTOMATKMHO BaMifOBAHOK KOMITICTEPHGIO Aporpamoe SAP. Cropinka: 1/2
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CEPTU®DIKAT AKOCTI

(T4 KRKA

KPKA, g. a., Hoeo mecTo
YMPABTNIHHA AKICTKY
Wmap'ewwka Lyecra 6

8501 Hoeo mecTo
CnoeeHin

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

Koa Ne: 7TH5026
ACEHTPA®, TaBneTku, BKpUTI NNiskoBor 06oNoHKo, no 50 mr No 28
KpaiHa-Bupo6Huk: CrnioseHin
1 TabneTka, BKpUTa NNIBKOBOK 0GONOHKOK, MICTUTL 50 Mr cepTpaniHy y
BUIMAZI cepTpanivy rigpoxnopugy
nikapcbKa dropma: Tabnerku, BKpUti NNiBKOBOH 060M0HKOW
po3Mip i Tun nakyBaHHA: no 7 TaGnertok y 6nicrepi; no 4 6nictepu y
Kopo6ui
Homep cepil: LA3906
fara snpofHuyTea: 04.2024 I,D,aTa 3akiHYeHHs TepMiHy npyaaTHocTi: 04.2029
HasaBa nokasHuxis Cneundhikauisa PeaynsTaru eMnpobypaHs Mp.*
Onue Kpyrni Tabnetku, BrpuTi nniskosole oBonowkok, Ginoro | Bignosinae -
KOMLOPY, 3i CKOLEHUMM KPasMi Ta po3noainkyoio
PUCKOKC 3 oaHoro Boxy
IneHTuixaLin - ceprpanivy « | BigHOGHWA yac yTpuMyBaHHA nika cepTpanidy Ha Bionosigae -
BEPX XpomMarorpami posduny spazka (SaS) signosinae
BiAHOCHOMY |acy yTPUMYBAHHA NiKa, oTpUMaHero Ha
XpomMarorpami poaumuHy crangapty (SS).
KineKicHE BU3HAYEHHA £ OAHOYECHD inedTudikalies,
loeHTudikauia Turany Poaunn 8 Turni Habyeae %oBToro sabapeneHHs - *1
aiokcuay
OfHOPIAHICTE JO30BAHMX Mpuiivanens Yueno (AVY. He Sinowe 15,0 33 -
OfWHULL
(pO3paxyHKOBO-RATOBUIA
MeTOA)
CynyTHi gomitky - oguHMdHa | He Ginswe 0,5 % <= 0,10 -
CynyTHi AoMiWKK - cyma He finswe 2,0 % <=0,10 -
KinbkicHui BMmicT ceprpaniny | 95,0 - 105,0 % 8in 333834210l KiNbkocT 100,86 -
PozunHerHs cepTpanivy He menwe 80 % (Q) Bin 3askavensi kinekocTi 102 -106 -
NpoT&arom 15 xBurivH
MikpoBionorivHa akicTk — He Ginsiwe 1000 KYO s 11 <10 *2
3aransHa KinbkicTe aepobhunx
Mikpoopraniamie {TAMC)
MikpoBionoriyHa akicTs ~ He binswe 100 KYO s 11 <10 2
3arankHa KinbKicTs
ADIKDKOBWX Ta NniceHesnx
rpwéie {TYMC)
MikpesionorivyHa sxicTs - BineyrHis 11 Bianosipae *2
Escherichia coli

MNp.* = MNpumitka

1 He pyTuhuwi meTod,. BunpoSysatia npoeoauTess 1 pas Ha pik.
"2 BuNpoByBaHHs NPOBOANTLEA BIAMNOBIOHO A0 NPOrPaMM (cnucana 8 MKA}

Danui ceptudbikaT AKOCTI MAE ENEeKTPOHHMI NiONVIC.
CepTudikaT cTBOPEHO aBTOMATUYHO BarlifOBAHOK KOMIT'ICTERHOI0 Aiporpamor SAP,

Oata apyky ceprudikaTy: 30.07.2024
Croplnka: 2/2
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