JIEPKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
npo SKiCTh BBe3eHOro B YKpaiHy JikapebKoro 3aco0y

03.10.2024 Ne 51546/24/26

T'EPBIOH® ILIIOIIL

(nafiMenyBanis Nikapchioro 3acoby 3RiAHO 3 PEECTPALLFHIM HOCBILNCHISIM)
JBOASTHUKH 110 35 Mr o 8 ibopsHuKiB y Gicrepi; mo 2 Gaicrepu y KapTonuiii kopooui

((popma BUITyCKY, 103y BAHISL, BHIL NaKy Bais nikapebkoro 3aco0y)

Howmep peectpauiiinoro nocsinuenns UA/121 76/02/01 crpox nii peecrpauiitHoro nocsinuenus HeoOMeKEHUH

Cepin nikapebkoro 3acoby Ne LA2133 KinbKicTs BBE3CHOTO Jikapebroro 3acoby 84
Bupo6HuK KPKA, n.1., Hoso mecto, Cnosenis
(aimeryBaniis BUpoGHUKa NIKAPCLKOTO 3acoBy, Kpaila MOXOJLKEHHS)
BeeseHo B Ykpainy Crisibiie yKpainchbK0-eCcToNChKe MANPHEMCTBO Y ¢opmi TOBAPUCTBA
3 oGmeskeHoI0 BianosinaabunicTio "OnTiMa-Mapm, JIT/A", inen. koa:
21642228

(naimenynanns ta koa 3a €IAPTIOY jopuaHuHOT 0cobu ao npissrie, iM's, N0 Barbiosi QizuuHol
0cobu - nignpuemils, i MiCle MPOKUBAHNS T2 peecrpauifinmit Homep o6nikoBOT KAPTKH IATHHKA
riofaTkin 6o cepis Ta HOMEP NacnopTa)

I1pOTOKO Bi3yaabHOro KONTPOSIIO BiX 03.10.2024 N2 3385/8.

3a pesynbTaTaMi JePKABHOTO KOHTPOMO  BCTAHOBNCHO, IO nikapewigf  3aciG  BBeseno B Ykpainy 3

JAOTPHMAHHSIM BUMOT 3aKOHOAABCTBA LLOAO 3aGe3neuchHs KOCTI NiKgpCrkix 3aco0iB.

Muxona XOJIOJJEHKO

(ninnuc) (iniuiany Ta npizsuuie)




KPKA, 4. &., HoBo MecTo

CEPTU®IKAT SIKOCTI YIIPABIIHHA AKICTIO
Wmap'ewka yecta 6
8501 Hoso mecTto
CrioBeHis

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

Koa Ne: 7G0541

FEPBIOH® MNNKOLWW, nboasHuky no 35 mr, Ne 16

KpaiHa-Bupob6Huk: CrnioBeHis

1 NLOAAHUK MICTUTL 35 Mr cyxoro eKcTpakTty nucTta nnowa (5-7,5:1 (Hedera helix L., folium extractum siccum);
ekcTpareHT: eTaHon 30 % (m/m)

nikapcbKa doopma: NOoOAAHUKN

po3mMip i TMN NnakyBaHHA: No 8 NboAAHUKIB y 6nicTtepi, no 2 6nicTtepu y kopobui

Homep cepii: LA2133

[ara supobHuuTsa: 10.2023 [ﬂaTa 3aKiH4yeHHs TepMiHy npuaatHocri: 10.2026

PeecTpauiine nocsiguyeHHs Ne:
UA - UA/12176/02/01

Hassa i anpeca BupoBHuKa, BignosigansHoro 3a sunyck cepii: | Niuewsis Ha BupobHULTBo Ne:
KPKA a.n., HoBo mecTto 800-13/2018-6

Wmap’ewka yecra 6

Hoeo mecto, 8501, CnioBeHisn

Poamip cepii: 10.080 LUT

Uum nigTeepmkyto, Wo BUlleHaBeaeHa iHhopMallisi € 4OCTOBIPHOW Ta TodHoto. JaHa cepis npopykuii 6yna supobnera
(BKNtOYAKOUM NaKyBaHHS/MapKyBaHHA) i NPoNLINa KOHTPOb AKOCTI Ha BULLEBKa3aHIiA AiNbHWULI B NOBHIRA BIANOBIAHOCTI i3
suMoramu GMP, BCTaHOBNEHUMU MICUEBUM PErynsTOPHUM OpraHoM, a Takox Yy BignosigHocTi Ao cneuudikauii
peecTpauiiivol  OokymeHTauil, 3aTeBepmkeHo! B YkpaiHi Ans  pocnifdxyBaHoro nikapckkoro 3acoby. [lpoTokonu
BUPOBHULTBAE, NakyBaHHA | KOHTPONA AKOCTI NepesipeHi i BignoeinatoTe BUMoram GMP.

Cepisa BunyLLeHa y BigrnosigHocTi i3 pitodoto Bepcieto MKA UA/12176/02/01.

[aTa BARYCKY Ha PUHOK: Ocoba, BignosigansHa 3a Bunyck 13 Ha puHoK
10.11.2023 Axrena Konapiy

)( ASC

[anuit cepTudikaT SKOCTi Mae enekTPoHHUA nianuc. Dara apyky ceptudikaty: 19.09.2024
CepTucikaT cTBOpeHO aBTOMaTU4HO BanigoBaHoK KOMIMIoTepHOK nporpamoto SAP. Cropitka: 1/2
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CEPTUGIKAT AKOCTI

KPKA, 4. a., Hoso MecTo
YMNPABHRIHHA AKICTIO

UImap'ewwka uecra 6
8501 HoBo MECTO
Cnosetist

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

Kopg Ne: 7G0541
FEPBIOH® MNAIOLL, nboAAHUKN No 35 M, Ne 16
KkpaiHa-BUPOGHUK: CnoseHisn
1 NLOASIHUK MICTUTL 35 MF CyXOro eKCTPaKTy nucTA nmowa (5-7,5:1 (Hedera helix L., folium extractum siccum);
ekcTpareHT: etaHon 30 % (m/m) ’
nikapcbka hopma: NLOAAHUKA
po3Mip i TUN NakyBaHHA: Mo 8 nLoasHUKIB Y 6nicTepi, no 2 6nicrepu y Kopobui
Homep cepii: LA2133
[aTa BupofHuurea: 10.2023 I,D,a'ra aaKiHYeHHS TEPMIHY NPUAAaTHOCTI: 10.2026
Hasea nokasHukis Cneuwndikauis PesynsTaTv BUNpobyeatk Mp.*
Onue Kpyrni NbOAAHWKY 3i CKOWEHUMU Kpasmu Ta HepisHow | Bianosigae -
NOBEPXHEI0 Bif CBITNO KOPUHHEBOTO A0 KOPUIHEBOTO
KOMBOPY 3 MOXAMBUMY BKIIOYEHHAMM Bl XOBTUX A0
KOPUYHEBUX YACTUHOK, caiTRiWMX nasm, Gynbdaliok
noBiTps Ta snerka 3asyGreHmMmn kpaamu.
CepepHs Maca 2,50r+5%(2,38r-2,63r) 2,52 -
OgaHopiaHicTe Macu |HauBiayanbHa Maca He Ginbuwe 2 i3 20 NbopsHUKIB Binnosigae -
BIAXUNAETHCA Bif CEPEAHbOi Macy Binblue HiX Ha £ 5
%, Ta KoAHA HE BIAXMAAETLCA Ha Binblue Hix Ha £ 10
%.
lneHTudikaLis cyxoro Uac yTpuMyBaHHA niky repepakosvgy C Ha Bignosinae -
EKCTPaKTY NUCTA MAtoLa - XpoMmarorpami po34nHy apaska (SaS) einnosigace yacy
BEPX yTpUMYBaHHS NiKy relepakosuay C Ha xpomatorpami
po3umHy craHaapty (SS).
|aeHTUdIKaLia cyxoro Xpomarorpama po34uHy 3paska (SaS) mae MicTUTH 2 Bignosigae -
eKCTPaKTy MCTS Nntotla - sUaMMI NNsiMu, sIKi BiANOBIAaI0TE 38 npudnuaHUM
TCX sHAueHHAM Rf Ta KONLOPOM NAAMam afnbga-refepuHy
Ta repepakosngy C Ha xpomarorpami posuuHy
craHpapTy (SS). 3HauerHa Rf reaepakosuay Cc
MEHbLLE Hix anbda-reaeputy. MoxyTs 6yTh
HASIBHUMU [HLUT NAISIMUA Ha XpOMaTOrpami posumHy
apaska (Sa8).
MiponiananHoBi ankanoign He 6inblwe 47 ppb 0 -
3anuLIKoBi PO3HUHHUKW! He 6inblue 5000 ppm - "
eTaHon
BmicT cyxoro ekcTpakry nucts | 90,0 % - 110,0 % Bif 3a3HaUeHO! KINbKOCTi EKCTPaKTY 99,1 -
nnoLwa 8 NboAsHUKY 33 3a 4ONOMOroto aHaniTMUHOro Mapkepy refepakoauay o]
[LONOMOrO0 aHaniTuYHoro B cneuugiuHii cepii ekcTpakTy
mapkepy refepakoaungy C
MikpobionoriyHa AKicTb ~ He Ginbwe 100 KYO 8 11 - *2
3aranbHa KinbKicTs aepobHUX
mikpoopraHiamie (TAMC)
MikpoBionoriuHa aKicTe — He Ginbwe 10 KYO 8 11 - *2
3aranbHa KinbKicTb
APDKIKOBUX Ta NNiceHeBux
rpubis (TYMC)
MikpoBionoruiHa AKiCTE BigcytHinB 11 - 2
Staphylococcus aureus
MikpoBionoriyHa akicTs BigcytHitie 1 - *2
Pseudomonas aeruginosa

Mp.* = MNpumiTka

*1 He pyTuHHWi meToA. Bunpo

yBaHHs NPOBOAUTLCS 1 pas Ha piK.

*2 BUNpoBYBaHHA NPOBOAUTLCA BiANOBIAHO A0 NpOrpamu (onucaxa B MKSA)

LaHuit cepTudikat skocTi mae eneKTPOHHWI nignuc.
CepTugikaT CTBOPEHO aBTOMaTNHHO BaNigoBaHOK KOMN'IOTEPHOK NPOrpamMoto SAP.

Data apyky cepTudikaty: 19.09.2024
CropiHka: 2/2
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