JEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KMEBI

npos. Haaii Ceitiuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BHUCHOBOK
PO AKICTH BBE3EHOTr0 B YKpaiHy JiKapchbKoro 3acofy

08.10.2024 Ne 52385/24/26

POKCEPA®

(naliMenyBaHHs JiKapchKoro 3acoby 3riflHo 3 peecTpauiiiuM NoCBiA4EHHAM)
Ta0JIETKH, BKPHUTI IUTIBKOBOIO 000J10HK0¥0, 110 15 Mr, 10 10 TadneTok y Oaicrepi; mo 9

OJticTepiB Y KAPTOHHIN KOpoOIi

(dopma Bumycky, K03yBaHHS, BHJ IAKYBAHHS JiKapCLKOTO 3ac06y)
Howmep peecrpauiitroro nocsinuenns UA/11743/01/05 crpox aii peectpauiiinoro nocsixuenns HEOOMEKEH M
Cepis nixapcbkoro 3aco6y Ne DE3052 KinbkicTb BBe3eHOr0 stikapcbkoro 3acoby 960

Bupo6Huk KPKA, n.1., Hoo Mecto, CiioBenis

(naiimenyBaHHs BHpOGHMKA JIKapChKOro 3aco0y, kpaiHa NoXoMKeHHs)

Cuisibue ykpainchKko-ecToHChKe HiAnpuemMcrso y gopmi ToBapucTsa
Bseseno B Ykpainy 3 o0mexxkenol0 BixnoBizanbuictio "OuriMa-®apm, JIT/", inenr. xon:
21642228

(nafimenysanns Ta kog 32 €JIPTIOY iopumuunoi ocoGu abo npissuie, iM's, No 6aTHKOBI (i3HUHOT
ocobu - mignpuemus, il Micle NPOXKHBAHHS Ta peecTpaviiinuii Homep 06TiKOBOT KAPTKH IIATHHKA.
nozarkis abo cepisi Ta HOMep nacrnopra)

IIpotoxoa BizyananHoro kontposo Big 08.10.2024 Ne 3386/31.

3a pe3ynbTaTaMM [EPXKAaBHOTO KOHTPOJKO BCTAHOBJIEHO, IO nixap?u 3aci6 BBe3eHO B VYkpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA LI00 3a6e3neueH s AKOCTi JIKAPCEKIX 3aco0iB.

Muxona XOJIOAEHKO

(nignuc) (iniuianu Ta npissuine)




KPKA, Aa. a., Hoso mecto
CEPTUODIKAT AKOCTI YNPABIIHHA AKICTIO

Lmap'ewka uecra 6

8501 Hoso mecTo

CnoeeHist

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7H2939

Pokcepa®, Tabnerku, BKpUTi nniBkoBok 060onoHKoo, no 15 mr Ne 90

kpaiHa-BupobHuk: CrioBeHis

1 TabneTka, BKpUTa NniBKOBOK 0GOMNOHKON, MICTUTL po3yBacTaTuHy (y BUrnsaai kanbLito posysacrtaTtuHy) 15 mr
rnikapcbKa popma: TabneTku, BKpUTI NNIBKOBOIO 06ONOHKOK

po3mip i TMn nakysaHHsa: no 10 TabneTok y 6nicrepi, no 9 GricTepiB y KapToHHIA kKopobui

Homep cepii: DE3052

[laTta supobHuuTea: 06.2024 |D,aTa 3aKiHYeHHs TepMiHy npuaaTtHocTi: 06.2027

PeecTpauifite noceigyeHHs Ne:
UA - UA/11743/01/05

HasBa i agpeca BupobHUKa, BignosigancHoro 3a sunyck cepii: | JliueHsis Ha BupobHuLTBO Ne:
KPKA p.a., Hoeo mecto 800-13/2018-6

Wwmap’elwka yecra 6

HoBo mecTo, 8501, CnoBeHia

Po3wmip cepii: 14.100 WIT

Lium nmigrsepoxyto, Wo BULleHasedeHa iHdopmallis € focToBipHoo Ta TouHoto. [daHa cepia npogykuii 6yna supobneHa
(Bkntovaloun nNakyBaHHa/MapKyBaHHs) | MpoiLuna KOHTPOsb SKOCTI Ha BULLEeBKasaHi AinbHUL B MOBHIK BIiANOBIAHOCTI i3
BuMoramu GMP, BCTaHOBIIEHUMU MicLEBMM perynsTopHUMM OpraHoM, a TakoX Y BiANoBiAHOCTI [0 cneuudikauii
peecTpauiiHoi  gokymeHTauil, 3aTeepxeHoi B YKpaiHi Ans  gocnigkyeBaHoro nikapckkoro 3acoby. [TpoTokoru
BUPOOHULTBA, NaKyBaHHA | KOHTPOIS AKOCTI NepeBipeHi | BignosigatoTe BuMoram GMP.

Cepisa BunyuieHa y BignosigHocTi i3 pirovoto Bepcieto MKA UA/11743/01/05.

HaTa sunycky Ha puHOK: Ocoba, BignosigansHa 3a Bunyck I13 Ha puHoK
02.08.2024 TaHA ,[lpHoqueK

HaHui cepTudikaT AKocTi Mae enekTPoRHWUA nignuc. Nata apyky ceptudikaty: 19.09.2024
CepTudikaTt CTBOPEHO @aBTOMATUYHO Basif4oBaHO KOMN'IOTEPHOK NporpaMolo SAP., CropiHka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, . a., Hoso mecTo
YMPABNIHHSA AKICTIO
lilmap'ewxa yecra 6
8501 Hoso mecTo
CrioseHis

Ten.: +386 7 3312 111

En, nowrta: info@krka.biz

Kop Ne: 7TH2939
Poxcepa®, TabneTku, BKPUTI NMiBKOBOIO o6ornoHkKoto, no 15 mr Ne 90
KpaiHa-BUPOGHUK: CnogeHisn
1 TaBneTka, BKpUTA NNIBKOBOK 06OMOHKOL, MicTUTL po3yBacTaTuHy (y BUrnaai kanbLito posysacTaTuHy) 15 mr
nikapceka hopma: TabneTKW, BKpUTi NNIBKOBOIO 060NnoHKO
po3aMip i TN NakyBaHHA: No 10 Ta6nerok y 6nicrepi, no 9 6nicTepis y KapTOHHIN Kopobui
Homep cepii: DE3052
Jara supobHuuTBa: 06.2024 |,[1aTa 3aKiHYeHHs! TepMiHY NPUAATHOCTI: 06.2027
Haasa nokasHukis Cneuudikauis PeaynsTaTit BUNpobyBaHb Mp.*
Onue Tabnetku Binoro Konbopy, Kpyri, BOONYKI, BKPUTI Bignosinae -
nniskoBolo 060NOHKOI, TaBneTky 3i CKOLLEeHUMN
KpasMy Ta 3 FpasipyBaHHAM 15 3 ofiHoro 6oky
InerTudikauis TiO2 Po3unH y TUCNi HabyBae XOBTOrO 3abapeneHHs - *1
iaeHTUdikaLin posyBacTaTuHy Yac yTpuMyBaHHs Niky po3ysacTaTuHy Ha Bignosinae -
- BEPX xpomarorpami posyvHy 3paska (SaS) mae signosigaTy
yacy yTpuUMyBaHHs Miky po3ysactaTuHy Ha
XpomaTorpami poayuHy cTaHaapTy (SS)
ineHTUdikalin posysacraTuHy MnsmMa Ha XpomaTorpami po3urHy 3paska (SaS) mae - 4
~TWX gignosinat 3a sHaueHHaM Rf Ta KONbopom nnami Ha
XPOMaTOrpami po3uuHy cTaHaapTy (SS)
OpHOPIAHICTE BO30BAHNX 3HaueHHa NpuiiManbHOro Yucna (AV) cknapae He 2,3 -
OLMHUL — OAHOPIAHICTL Ginbwe 15,0
sMicTY po3yBacTaTuHy
3anuLLIKOBi PO3UUHHIUKN — He 6inblie 5000 ppm 1081 -
jaonponinosui cnupT
3anuLLKoBi pO34UHHUKN — He 6inslue 5000 ppm <= 500 -
aueToH
CynyTHi ACMiLLKW —~ AOMILUKa He Ginbwe 0,8 % <= 0,10 -
TP13
CynyTHi BOMILLKY — AOMiLLKa He 6inblue 0,3 % 0,1 -
RSL
CynyTHI AOMILLKKA — LW He 6inble 0,2 % <=0,10 -
OfMHUYHI
CynyTHi foMilWKy — 3aranbHa He 6inbwe 1,0 % 0.1 "
KiNbKICTb
KinbkicHuit BMmicT 95,0 - 105,0 % Bin 3a3HaueHol KirbkocTi 98,7 -
po3yBacTaTuHy
PoauuHeHHs posyBacTaTuHy | Yepes 45 XBUTUH MEE POUUHUTUCS HE MeHLLe 75 % 100 -101 -
(Q) Big 3a3HaYeHoT KinbKOCTI
Mikpo6ionoriuHa aKicTs — He Ginbwe 1000 KYO B 11 - %2
3aransHa KinbKicTb aepobHux
mikpoopratiamis (TAMC)
MikpoBionoriuHa aKicTe — He 6inblwe 100 KYO B 1T - *2
3aranbHa KinbkicTb
APDKIAXOBUX Ta NNICEHEBUX
rpubis (TYMC)
MikpoBionoriyHa AKiCTb - BipcytHiB 11 - *2
Escherichia coli

Mp.* = NpvmMiTka

*1 He pyTuHHUIt MeToA. BunpoGyBaKHsa NPOBOANTLCA 1 pas Ha piK.
*2 BUNpPOBYBaHHA NPOBOAUTLCA BiANOBIAHO A0 Nporpamu (onucaxa B MKS)

[aHuii cepTudikaT SKocTi Mae eneKTPOHHWIA nignuc.
CepTudhikaT CTBOPEHO aBTOMATU4HO BanifoBaHoK KOMMIOTEPHOK NPOTPaMoto SAP.

[aTa apyky cepTudikary: 19.09.2024
CropiHka: 2/2
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