HAEPKABHA CJIVKBA 3 JIKAPCHKUX 3ACOBIB

TA KOHTPOJIXO 3A HAPKOTUKAMMI y m. KHEBI

npos. Mapii Cpitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koy CAPIIOY 37079055

BHUCHOBOK
Npo siKicTh BBe3senoro B Yipainy JikapcesKoro 3acofy

09.08.2024 Ne 40950/24/26F%

BAJILCAKOP®
(naiiMenyvains nikapchroro 3acoCy 3rifHo 3 peecrpaltiiitim NOCBiAHCHIsM)
TA0IeTKH, BKPUTI ITIBKOB 00 obostonkor0, o 160 mr; o 14 Tabierok y Gaicrepi,
OJicrepu y kapronmiii kopoGui
(bopma eumycky, nosysanns, sug fiaKyBaiis Hikapesroro 3acoby)

1o 2

Homep peecrpauiiinoro nocsinyenus UA/6227/01/03 CTPOK Aif peecTpanifinoro nocsiguerns HEOBMEKEH Hii

Cepis nikapenkoro saco6y Ne DD8827 Kinskicts BBeseHoro nikapeskoro 3acofy 2048

BupoGHui KPKA, n.1., Hoso mecto, Crnopenis

(uakmcuyBanug BupoGHmKka nixapchkore sacoby, kpaina TTOXOJOKCHHSI)

Crhinbue yxpaincsko-ecronchbice nignpuemcrso y dopmi TOBAPUCTBA
Beesero B Vipainy 3 00MexKeH010 BixnorinanbLuicTio "Onrima-®apm, JIT ", inenrr, kops
21642228 ‘

(naltmenynanng ta xox 3a CAPIIOY 10pUARYHOT 0CO6H aB0 TIpI3BKINE, IM'A, 110 BATbIOR] thiswntor
0cobu - nisnpremus, 1 micue TposkuBatlia ta peecrpaninmii Homep o6:ikooY ICUDTRY L1191
noarkis aGo cepist Ta HoMep nacnopra)

lporokon Bisyansuoro xourpomo sin 09.08.2024 Ne 2695/40.

3a  pesynbraramu  aepicaBHOro KOHTPOMIO  BCTAHOBNEHO, 110 Jikapobkuli  3aci6  speseno g Yipainy

AOTPHMMAHHSAM BUMOT 3aKOHOAABCTBA IO 3a6e3NEHEHHS 1KOCT] MiKapehLKux 3aco6is.
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(74 KRKA

' KPKA, &. 4., Hoso mecTto
YRAPABJIHHA AKICTIO
CEPTU®DIKAT AKOCTI T o
8501 Hoso mecTo
CrioseHist
Ten,: +386 7 3312 111
En, nolwra: info@krka.biz

Kog Ne: 7H1611

BANBCAKOP®, Tabnerku, BKpUTI NIiBKOBOIO 060roHKo, no 160 Mr Ne 28

KpaiHa-BupoBHuK: CrioseHis

1 TabreTka, BKpUTA MiBKOBOIO 0BOSIOHKOIO, MicTuTh 160 Mr BancaprTaHy

niKapcbka opma: TabneTky, BKPUTI nIiBKoBOIO 060NOHKO

po3Mip i TWN NakysaHHs: no 14 Tabnerok y 6nicTepi, no 2 6nicrepu y KapTOHHiA kopoOui

Homep cepii: DD8827

fata supobHuuTea: 06.2023 I,uaTa aaKiHYeHHA TepMiHy npuaaTHocti: 06.2028
PeecTpaliiiiHe nocaigvenHs Ne:

UA - UA/6227/01/03

Haasa | agpeca BUPOGHNKa, BIANOBIAANIEHOMC 33 BUITYCK cepil; | NiueHsis Ha BUPOSHULTBO Ne:
KPKA p.4., HoBo MecTO 800-13/2018-6

lWimap’ewka yecra 6

Hoso mecTo, 8501, CrioseHisi

Poamip cepii: 66.560 LUT

Livm nigreepaxyio, Wo BulleHaseAeHa iHhopmaLia € [OCTOBIPHOIO Ta TOYHOLO. [aHa cepist npoaykuil 6yna BUpobneHa
(BKAIOYAIOUM NaKyBaHHs/MaPKyBaHHS) | NpoMLlLNa KOHTPOrk AKOCTI Ha BULLEBKA3AHIH AirbHULI B NOBHINA BianosigHocT i3
suMoramu GMP, BCTaHOBMEHUMU MICLEBUM PEryNATOPHUM OPFraHoM, a Takox Yy signosigHocTi Ao cneuudikau’
peecTpalliiHol  AokymerTaull, aateepaxeHol B YxpaiHi Ans LOCHiKyBaHOro  Jixapcbkoro sacoby. [poTokomm
BUPOBHILTBA, NaKyBaKHS | KOHTPONs SKOCTI nepesipesi | BIANOBIAAIOTE BUMOraM GMP.

Cepin sunyweHa y signosigHocTi i3 Ailovoto Bepcien MK& UA/6227/01/03.

[ata BUNYCKY Ha PUHOK: Oco6a, sianosigansHa 3a Buryck /13 Ha puHoK
10.04.2024 Tes Masnid

RoudinT.

[laHui ceprudixat AKOCT Mae @neKTPOHHWIA rignnc, DNata Apyky cepTudikaty. 05.06.2024
CepTudiKaT CTBOPEHO aBTOMATAYHO BanigoBaHO KOMMN'IOTEPHOIO NPOrpaMoto SAP. Cropinka: 1/2
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CEPTUDIKAT AKOCTI

4 KRIKN

KPKA, a. a., Hoso mecTo
YMPABINIHHSA SKICTIO
Lmap'swka uecTa 6
8501 Homo mecrto
CrioeeHin

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

Kop Ne: 7H1611
BAINbCAKOP®, tabrnieTku, BKpUTi NniBkosolo 060roHKo, no 160 mr Ne 28
KpaiHa-BUpoOHMK: CrioBeHin
1 Tabnerka, BKpUTa NANiIBKOBOH OBONOHKOIO, MICTUTL 160 Mr BancapTaHy
nikapcbka chopmMa: TabneTku, BKPUTI NNIBKOBOIO 060MOHKOI0
poamip i TMN nakysaHHsa: no 14 raénetok y GricTepi, no 2 BnicTepy y KAPTOHHIN KOpoBUi
Homep cepii: DD8827
[ara supobHuursa: 06.2023 l,ﬂaTa 3akKiH4eHHs TepmiHy npugartHocti: 06.2028
Hassa noxasHukis Crieumncikanlia PesynbraTti BunpoByBatb Mp.*
Onuc osTo-KOpMUHEBI, OBAMLHI, ABOONYKNI TAaGRETKY, Blgnoslgae -
8kpuTl NNiBKOBOIO 0GONOHKOID, 3 HACIUKOK 3 04HOTO
Boky
OaropigHicTs Macu He Ginbiue oaHiei ia 30 Mac suxoanTs 3a Mexl 85 % - |- *1
noginexwx raénetok 116 % Bin cepeaHsOl MacH | XofHa He BUXOAUTL 38
Mexi 75 % - 125 % Big cepeaHbol Macu
OatoplaHicTe A030BaHMX 3HaveHHs npuiiManbHoro uncna (AV) cknaaae He 3,0 -
OAUHWUD — Ginbwe 15,0
PO3PAXYHKOBO-BAroBMi
MeTosn
PosnagaHHs He 6inbuwe 30 xsunuH y Boai npy Temnepatypi 37 °C + (1-2 -
1°C
IneHTucbikaulia Bancaprady — | Yac yTpumysanHs niky BancaptaHy Ha xpomarorpami | Bianosigae -
BEPX po3unHy 3paska (SaS) mae slgnoslpaTi yacy
yTpuMyBaRHs NiKy Bancapraxy Ha xpomatorpaml
po3duHy craHgapty (S8)
laeHTupikauia sancaprany — | YO - celtno, goexuHa xeurti 254 Hm: MnsMa Ha - *1
TWX Xpomarorpami posunry spaska (SaS) mae signosigatu
3a gHaveHHsm Rf Ta poamipom nnami Ha xpomaTtorpami
po3unHy craHgapty (SS)
YO - csltrio, gosxuHa xevni 366 1m: Mriama Ha
xpomarorpami posuuHy apaska (SaS) mae signosinatu
3a 3HaveHHsM Rf, posmipom Ta konsopom
thnyopectieHuii nnsmi Ha xpomatorpaml posurky
craHaapry (SS)
laenTndixauia sanisa okcuals | BisnosiaHo A0 aHaniTuuHOT MeToAuKY - “1
laeHTudikauia TuTaHy BignoslaHo 40 aHaRITUYHOT METOAVKK - *
giokeuay
CynyTHi gomiwkn ~ oguHniHa | He Ginkwe 0,2 % <=0,10 -
CynyTHi AOMIKK — cyMa He Binbwe 1,0 % <= 0,10 -
KinbkicHuit eMicT Bancaprady |95.0 - 105,0 % sia 3asHaveHol kinskocT! 100,0 -
Po3unHeHHs BancapTaHy He wmenwwe 85 % (Q) Bin 3a3HaveHol KinbkocTi 94 -97 -
npotarom 30 xsUnuH
Mikpo6ionorivxa sKicTs — He Ginkite 1000 KYO B 1T - *2
3arankbHa kinskicTs aepobHux
mikpoopraHiamis (TAMC)
Mixpo6ionoriuHa sKicTt ~ He Ginbe 100 KYO B 11 - *2
3aranbHa KinbkicTb
APDKAXOBUX Ta NniceHesux
rpubls (TYMG)
MikpobBionoriuHa sxicTs - BiacytHiB 11 - *2
Escherichia coli

Mp.* = Mpumirka

*1 He pyTuHnui metoa. BunpoBysatts NpoBoauTeCR 1 pad Ha pik.
"2 BunpoGysaHKs NPOBOANTLCA BIAROBIAHO A0 Nporpamu (onucaqa & MKFA)

[anui cepTudikat AKOCTI Mae enekTPOHHMI rMignuc.
CepTuchikaT CTBOPEHO asToMaTUYHO BaMiAORAHOIO KOMM'IOTEPHOIO Nporpamoto SAP.

Hara apyky cepruchikaty: 05.06.2024
Cropinka; 2/2
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