NEPKABHA CJIYIKBA 3 JIKAPChKUX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoB. Haaii CBiTAM4HOI. 302099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon ¢JIPIIOY 37079055

BUCHOBOK

po sIKicTL BBE3€HOrO B Y kpainy JiKapcbKOro 32¢00y

25.12.2024 No 70669/24/26

EHATI®

(HaiivieHy Bk JiKIPCLKOTO 3aco0y 3o 3 peceTpAILiHIM HOCBIT4EHHAM )
tadaerikn no 3 mr no 10 TabaeTor y g.aicrepi; mo 2 dJicrepu y kaprouuiii Kopooui

((popMa BHITYCKY, A03YBaHIs. BHL IAKYBUHH AiKAPEBKOr0 3aco0y)
HoMep peecTpauiiiHoro noceiaueH UA/4323/01/01 erpok aii peectpauifinoro nockiueHHa HCOOMEKEHHH
Cepis nikapebkoro 3acody Ne NN5132 ICinBKICTL BEC3EHOFO JiKapepKOro 3aco0y 20160

BupoGHIK KPKA. m.1.. HoBo MECTO. CnioBeHis

(HafiveHy BaH i BHPOOHHKD NKAPELKOrO 3ac00Y. KpaiHa NoXoAKeHHS)

CnijibHe YKPATHCHKO-¢CTONCHKE HiANPHEMETBO Y dopmi TOBApHCTBA
BeeseHo B YKpaiy 3 00MeKeIno0 BiANOBIZATLHICTIO rOnrima-®apm, JTI", inenr. kox:
21642228

(HaiimenyBalHg Ta Kol 38 CJIPTIOY 1opHaniHoT 0codr ado TIPIZBHLLC. iM'. 110 Garbrosi (izuunoi
0COBH - MIAMPHEMIL, TT MiCHEe TPOIKHBAHH T peecTpaiLiitiii HoMep 00AIKOBOT KAPTEH MATHIKL
HoAaTEIB a60 Cepis Ta HOMEP IACopTa)

[1pOTOKOJ Bi3yasibHOI0 KONTPO.IO pin 25.12.2024 N 4347/22.

3a pe3yjbTaTamMi ACPHABHOTO KOHTPOJD ~ BCTAHOBIEHO, WO nikapebkuii  3acid  BBE3CHO B VKpaiHy 3

AOTPHMaHHAM BIMOF-38KQHOMIBCTEA LWOL0 saGesneuelia SKOCTi JiKapebKiX 3aco0iB.
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(£4 KRKA

KPKA, a. a., Hoso Mecto

¥NPABMIHHA AKICTIO
CEPTU®DIKAT AKOCTI Untopfatusa oo &

8501 Hoeo mecTo

CnoeeHir

Ten.: +386 7 3312 111

En. nowra: jnfo@krka hiz

Koa Na: 7H9223

EHan®, Tabnetkn no 5 mr Ne 20

KpaiHa-Bupo6GHuK: CRoBeHin

1 Tabnetka micTurb 5 Mr enananpuny maneary

nikapckxa dropma: TabneTkm

poamip i TMn nakyBanun: no 10 TabneTok B GricTepi; no 2 Gnictepu y xopobui
Homep cepii: NN5132

[lata supobHuyrea: 05.2024 |J1aTa 3aKkiHYeHHs TEpMIHY NpuAaTHocTi: 05.2027

PeectpaliiiHe noceiguexHs Ne;
UA - UA/4323/01/01

Hassa | agpeca BupoGHuka, slonosinansHoro 3a sunyck cepii: | NiueHsia Ha BUPOBHUUTED Ne;
KPKA p.a., Hoeo mecto 800-13/2018-6

Wmap’ewka Lecra 6

Hoeo mMecto, 8501, Cnoeenin

Poawmip cepii: 170.676 WUT

Hum nigTeepaxyto, Lo BueHaBeneHa iHdpopmaLlis € gocToBipHOK Ta TouHoko, [aHa cepia npopykuii Byna supobnena
(BKM:OYRK0MM MAKyBaHHA/MAPKYBaHHA) | npoiwna KOHTPOSIb AKOCT Ha BUWEBKa3aHiik AinkHMUi B nosHili BignosigHocT ia
BuMoram GMP, BetaHoBneHumun micueBWM PETYNATOPHUM OpraHoM, a Takox y BignosigHocTi fo creundikauii
peecTpauliiHol  AokymeHTauil, saTeeprprkeHoi B Ykpaiti gna  gocnimkyeaHoro nikapcbKoro 3acoby. [lpotokonu
BMPOBHULITBE, NaKyBaHHs | KOHTPoONA AkOCTi Nepesipeti | BiGNOBIAAIOTL BUMOraM GMP.

Cepis aunyllieHa y signoeigHocTi iz ajlouoio Bepcielo MKA UAS4323/01/01.

Nava sunycky Ha puHok: Ocoba, signosinansya 3a sunyck N2 Ha putok
10.10.2024 AHxgpesn Ceniua

S

Haunii cepTuthlkat AKOCTI Mae eneKTDOHHMWI Rignue. Hava apyky ceptudpikaty: 06.12.2024
CepTuthixaT cTBOPEHO aBTOMATHYHO BanlgoRaHI0 KOMIIOTEPHOIO Nporpamolo SAP, Croplika: 1/2
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CEPTU®IKAT AKOCTI

(F4 KRIKA

KPKA, a. a., Hoeo mecTo
¥NPABIIHHS AKICTIO
Lmap'eluka uecta 6
8501 Hoeo mecro
CnoseHin

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

Kog Ne: 7H9223
Enan®, TabrneTku no 5 mr Ne 20
KpaiHa-BupobHUk: CrioBeHis
1 TabneTka micTUTL 5 Mr eHananpuny maneary
nikapckKa thopma: Tabnerku
posmip i TMN nakyeadHa: no 10 TaGnetok B BnicTepi; no 2 Gnicrepy y kopobui
Homep cepii: NN5132
Jara evpoBHuuyTea: 05.2024 |.L'1a'ra 3aKiHYeHHs TepMiHy npugaTHooTi: 05.2027
Hasea nokasHukie Cneuudikauia Pesynbrarn eunpobysaHs Mp.”
Onue Kpyrni nnockl taBnetxw Ginoro konbopy ai ckowenum | Bignosinae -
¥paem i Haciukoio 2 oaHoro Goky
OpHopigHicTs 4030DaHVX Npwhvanere Ykeno {AV): He Binbwe 15,0 29 -
OAWHULIL - OAHOPIAHICTL
EMICTY eHananpwny Maneary
CynyTHE AOMILUKK — He Ginbwe 0,5 % 01 -
eHananpunar
CynyTHi Aomiuk1 — He Gintwe 0,3 % <=0,10 =
AuKeToninepasnH
Cynythi gomiwmm — oguAnyni | He Ginemwe 0,3 % <=0,10 -
HelgexTrdikosaHi
CyayvHi aomhuky — cyma He binbwe 1,0 % 0,1 u
lnenmudhikauls —BEPX Yac yTpumMyBsaHHs Niky eHananpuny Ha xpomarorpami | Bipnosinae -
po3qtHy apaaka (SaS) mae einnoeigaTk vacy
YTPUMYBAHHA NIKy eHananpyny Ha XpoMartorpami
POasmMHy cranaapry (S5)
|lneHTHdikaia — TWX Mnama Ha xpomaverpami poavuHy apaaxa (SaS) mae - *
BiANORIAATH NMAMI HA XpoMAaTOrpaMi peadmiy
cTaHgapTy aa aravendsM Rf, poamipom Ta
3abapeneHHam
Kinskicuuit eMict enananpuny | 95,0 - 105,0 % sig 3a3HaveHoT kinbkacTi 1013 -
Mmaneary
PosuvHenHsa eHananpuny He meHwe 80 % (Q) Big 3a3HaMeHoi KiNbKOCTI 98 -1 -
Maneary npoTArom 30 XeunuH
MikpoGionorivka akicTs — He Ginbwe 1000 KYO s 1 r - 2
3aranbHa KiNsKicTL 2epoBHMX
mikpooprariamie (TAMC)
MikpoBionariuHa skicTs — He Ginbwe 100 KYOB 11 - *2
3aranbHa Kinkxicts
ApPRIUKOBMXK Ta NIMiCEHEBUX
rpubis (TYMC)
MixpoBienoridHa sxkicTs - BlacytHie 11 - =2
Escherichia coli

Mp.* = Mpumirka

*1 He pyTunHuit eTos). BunpobyaaHHA nposoguThes 1 paa Ha pik.
*2 BunpoByBaHHR APUBOAWTLECA BIANOBIAHD A NporpamMu {onucana B MK)

HaHuis cepTUdhikaT AKOCTI Mac enerTpoHHU mipnMe.
CepTuiplkar cTBOpEHD aRTOMATHYHO BANIROBAHOI0 KOMM'IOTEPHOI Nporpamolo SAP.

[Hata apyxy ceprudikary: 06.12.2024
Cropinxa: 2/2
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