JIEPKABHA CJIIYXKBA 3 JMKAPCHLKNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haait Csitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
npo sIKicTh BBE3eHOTro B Ykpainy JikapcbKoro 3aco0y

26.02.2026 Ne 8898/26/26

KBEHTIAKC®
{naiiMcHyRanig 1ikapeeKoro 3acoBy 3riAHO 3 PEECTPALLiHHM HOCRIAYEHHAM)
raGaeTkKn, BRPUTI IIBKOBOIO 000/10HKOIO, 110 100 mr; no 10 TaGaeTox y 6aicTepi, mo 3
GaicTepy y KapTOHHIi Kopo6i
(dpopma BUNYCKY, 103y BaHHA, BUL naKyBaHHs NiKapckKoro 3acoby)

Homep peecTpalLiitHoro noceinieHHs UA/16639/01/02 ctpok aii peccTpauifinoro nocsiauenns HEOOMEKEHUH

Cepis nikapebkoro 3acoby Ne DF9527 KinbKicTh BBE3CHOrO Nikapcskoro 3acoby 432

BUHpoGHIK KPKA, n.1., HoBo MecTo, Crnogeiis,
(HaiimcHy BaHHA BUPOGHHKA nikapcbkoro 3acofy, kpaina MOXOJUKEHHS)

Beeicno B YRpatHy Criablie yKpaiichKO-€CTOHCRKE NiINPHEMCTBO Y dopmi
TOBAPHCTBA 3 00MEKEHOI0 BIANO ginaanuictio "Onrima-@apm,
JIT/L", inenr. koa: 21642228
(nafmenyBanns Ta koa 3a EAPTIOY topuanuiof ocoGu abo npissue, iM', Mo GaTEKOBI
(piznunoT ocobu - nianpuemus, i MiCLe NPOKUBAHHS T2 peecrpaLliiinnii Homep obGnikosol
KapTkW NnaTHUKa nofaTkis abo cepis Ta HOMEp NacnopTa)

I1poTOKO Biya LHOTO KOHTPONIO BiA 26.02.2026 N 776/01.10-26/1.

3a  pe3yibTaTaMn AEPKABHOTO  KOHTDOJIO BCTAHOBNEHO, IO JiKapchkuil 3aci® BBE3CHO B Vkpainy 3

AOTPHMAHHHAM BuMOr 33KOHOAABCTEA 100 3aBe3neHeHH AKOCTI JIKAPChKHX 3acodib.
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KPKA, 4. a., Hoso mecto
YMPABIIHHS AKICTIO
CEPTMq)lKAT ﬂKOCTl Lmap'ewuka Lecra 6
8501 Hoso mecTo
Cnosetis
Ten.: +386 7 3312 111
En._nowrta: info@krka.biz

Koa Ne: 7D9068

KBEHTIAKC®, Tabnerku, BKpUTi nniskoBoto 060510HKO0, 110 100 mr Ne 30

kpaiHa-Bupo6GHuK: CrnoseHis

1 TabneTka, BKPUTa NAiBKOBOI 0GOMOHKOI0, MICTUTL 100 MF kBerianiny (y Burnsgi ksetianiny pymapary)
nikapcbka popma: TabneTku, BKPUTi NNIBKOBOO 060n0HKO

po3mip i TMN nakyBaxHs: no 10 TabneTok y GnicTepi; no 3 6nicTepu B KAPTOHHIN kopobui

Homep cepii: DF9527

[aTta supoBruurea: 07.2025 I,D.aTa 3aKiHUEHHR TEpMiHy npuaaTHocTi: 07.2030

PeecTpaLjiiite nocsig4eHHn Ne:
UA - UA/16639/01/02

HazBa i agpeca BupobHuka, BiaNoBiaanbHOro 3a BuNycK cepii: |JliueHsist Ha BUpOBHULTBO Ne:
KPKA a.a., Hoso mecto 800-16/2024-4

LLimap’ciuka necra 6

HoBo MecTo, 8501, CnoseHin

Posmip cepii: 989 WIT

Lum nigTeepaxylo, WO BuieHaBeaeHa iHhopmaLlis € AOCTOBIPHOK Ta TOYHOIO. Naka cepis npoaykuii Gyna supobneHa
(BKMIOYaoUM NakyBaHHA/MapKyBaHHs) i NpoliLlna KOHTposb SKOCTI Ha BULLEBKa3aHill AinbHULI B NOBHIM BIANOBIAHOCTI 13
sumoramn GMP, BCTAHOBNEHUMU MICLEBUM PErynsTOPHAM OpraHoM, a Takox y BianoBigHOCTI A0 cneuundikalii
peecTpaLiiiHoi  AOKYMeHTaLji, 3aTBepiXeHol B YkpaiHi a4ns  AOCHiAXyBaHOro 1ikapcLKoro 3acoBy. [lpoTokonu
BUPOBHWLTBA, NaKyBaHHS | KOHTPOJIA AKOCTI nepesipei i BiAnosiaai0Ts BUMoram GMP.

Cepis BunyweHa y siAnosigHoCTi i3 Aito4oro Bepcieto MK UA/16639/01/02.

[laTta Bunycky Ha pUHOK: Ocoba, signosipanbha 3a sunyck J13 Ha puHok
27.10.2025 Cimona Ickpa

vl

[laHuit cepTuchikaT AKOCTI Mae eneKTPOHHNIA niAnue. [NlaTa apyky cepTudikary: 12.02.2026
CepricikaT CTBOPEHO aBTOMATIAUHO Barlif0BaHOK KOMA'1OTEPHOIO Nporpamoio SAP. Cropinka: 1/2
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CEPTU®DIKAT AAKOCTI

(\

KRKA

KPKA, a. 4., Hoso mecto
YNPABNIHHA SKICTIO

UWmap'ewuka yecra 6
8501 Hoso mecTto
Cnosetist

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7D9068
KBEHTIAKC®, Tabnetku, BKpUTi nniskoBoto 060110HKo0, no 100 Mr Ne 30
KpaiHa-BupoGHUK: CnoseHis
1 Tabnevka, BKpUTa NNiBKOBOIO 06OMOHKO, MiCTUTL 100 Mr kBeTianiHy (y Burnaai kserianivy cdymapary)
nikapcsKa chopma: TabneTku, BKpUTI NNIBKOBOIO 060NOHKOI0
po3mip i Tn nakyeauHs: no 10 TabneTok y 6nicTepi; no 3 6nicTepyu B KAPTOHHIN KOpOGL
Howmep cepii: DF9527
Hara BupobHuursa: 07.2025 |LlaTa 3aKiHYEHHSs Tepmity npugarHocTi: 07.2030
Haasa nokasHukis Cneuudikauis PeaynbTatn BunpobysaHs Mp.*
Onuc Kpyraii, )KOBTO-KOPUYHEBOTO KOMbOPY, BKPUTI Bianosinae -
nr1iBKOBO 060NOHKOK TabneTky
OBHOPIAHICTL A030BaAHNUX MpuimansHe yncno (AV): He Ginbiwe 15,0 22 -
OAVHULb
{pO3paxyHKOBO-BArOBUIA
metos)
laenTudikauin ksetianiHy - Yac yTpumyBaHHs niky kBeTianiny Ha xpomarorpami Bianosigae -
BEPX po3unHy 3paska (SaS) mae Bignosigatu yacy
YTPUMYBaHHS niky KBeTianiHy Ha xpomarorpami
po3aunHy cTaHaapty (SS)
laeHTucbikauin keeTianiy — OcHoBHa nnsma Ha xpomarorpami posuuHy apaska Bianosigae -
TWX (Sa8) 3a aHaveHHaM Rf, poamipom i 3a6apeneHHsM
Ma€ BIANOBIAATY OCHOBHIt NNSIM Ha XpomaTorpami
po3uuHy cTaHaapTy (SS)
laenTudikaLis Tutany Po3uuH B TUrni Habysae %oBTOro 3a6apBreHHs - "1
Aiokeuay (E 171)
laenTudikauin 3anisa okeuay | Mosiea GnakutHoro ocagy - *1
(E172)
CynyTHi gomilLku - oguHnuna | He Ginblue 0,2 % <=0,10 -
AOMiWKa
CynyTHi AoMiWKN — cyma He 6inbwe 0,7 % <=0,10 -
L OMILLOK
KinbkicHui BMICT KBeTianiHy 95,0 - 105,0 % Bif 333HaYeHOi KinbxocTi 102,98 -
Po3suuHeHHs keeTianivy He mexwe 80 % (Q) sig 3a3HaueHol kinbkocTi 98 -103 -
nporarom 30 xBunuH
MikpoBionoriuna sikicth — He Ginblue 1000 KYO e 1 r - *2
BaranbHa KinbKicTb aepobHux
Mikpoopranizmie (TAMC)
MikpoBionoriyHa sKicTs ~ He Ginbwe 100 KYOB 11 - *2
3aranbHa KinokicTb
APORANKOBUX Ta NAiceHeamnx
rpubis (TYMC)
MikpoBionoriuna sikicTb - BigcytHis 11 - 2
Escherichia coli

Fip.* = Npumitka

*1 He pyTvrHuit meTon. BunpoByeanHs nposoauTscs 1 pas Ha pik.
*2 8uNpOByBaHHSA NPOBOAUTLCS BiANOBIAHO 40 nporpamy (onucaHa s MKs)

[Danuit ceprudpikar skocTi Mae enekTpoHHuiA nignuc.

CeprudbikaT CTBOPEHO ABTOMATUYHO BAMA0BAHOK KOMIT'OTEPHOIO NpOrpamor SAP.

[ara apyky ceptudpikary: 12.02.2026

Cropitika: 2/2
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