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JEP)KABHA CJIYKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npoB. CeiTnnunol Haxif, 3, M. Kuis, 02099, ten/(paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3EHOI0 B YKPAIHY JIKApPCHhKOro 3aco0y

05.12.2023 Ne 60078/23/10

[ANPUHOJI®

(HalfiMeHyBaHHA JiKapChKOTO 3aco0y 3riJHO 3 peecTpalliiHUM OCBIAUEHHAM)
TabJeTKH, BKPHTI IJIIBKOBOIO 000JI0HKOX0, 110 750Mmr, 1o 10 TaGaeror y dJicrepi, nmo 1

0JlicTepy B KAPTOHHIA KOpOOIi

(hbopma BUITYyCKY, 103yBaHHS, BU/ INaKyBaHHS JIKAPCHKOro 3acoby)

Homep peectpauiitnoro nocsiguenns UA/0678/02/01 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099

Cepisa nikapceskoro 3acofy Ne NMS688 Kinbkicte BBe3eHOTrO Jikapceskoro 3acoby 70
Bupo6HHK KPKA, n.1., HoBo mecto, CitoBeHis
(HaliMmeHYBaHHS BUPOOHUKA Jiikapcbkoro 3acoly, kpaiHa [MOX0HKeHHS)
BBE€3€HO B Y KpaiHy CninbHe yKpalHCbKO-eCTOHChKE MiANPueEMCTBO Y hopmi ToBapucTBa
3 00MexeHO010 BianoBigaabHICTIO ""OnTtiMa-®apm, JT/", inenr. xon:
21642228

(naitmMenyBanns Ta Kok 3a €JIPTIOY opumuinoi ocobu abo npizpumnie, iM'a, 1o 6arbkoBi (i3uHOl
0COOH - MANPHUEMII, 1i MICHE IIPOMCUBAHHA T PEECTPALIMHUN HOMED 00JIIKOBOT KAPTKH ITaTHUKA
rogaTkis abo cepis Ta HOMEp nacroprTa)

Iporoxon Bisyansuoro xourpomo six 04.12.2023 Ne 3836/30.

3a pe3yJbTaTaMH OEPKABHOIO KOHTPOJIIO BCTAHOBJEHO, IO Jjikapchbkud 3aci® BBeseHO B VYkpalHy 3
JOTPHMAHHSIM BHMOr 3aKOHOJABCTBA ILOAO0 3a0€3MeUeHHs AKOCTI JIKApChKUX 3aCO0IB,

Birasiit BOHIAPEHKO
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KPKA, a. A., HoBO MecCTo

YAPABIIHHA AKICTIHO
CEPTUDIKAT AKOCTI ks tmorh 6

8501 HoBoO mecTo

CnoBeHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7E0051

LiunpuHon® TadneTkn, BKpUTI NNiBKOBOK 0060MOHKOH, o 750 Mr Ne 10
KpalHa-BUPOOHUK: CnoBeHis

1 TabneTka, BKpUTa NNiBKOBOK 060/TOHKOI, MICTUTL LMNPOdIOKCAUUHY Y

BUrNA4i unnpodriokcauuny rigpoxnopuagy MoHorigpaty 750 mr

nikapcobka chopma: Tabnerkn, BKpuUTi NriBKOBOK 0OONTOHKOHO

po3Mip i TMN nakyBaHHs: no 10 TabneTtok y 6nicTepi; no 1 6nictepy B KAPTOHHIW KOpOOUi

Homep cepii: NM5688
Harta supobHuutea: 03.2023 OaTa 3akiH4eHHst TepmiHy npuaaTtHocTi: 03.2028

PeecTpaliiHe nocsigyeHHs Ne:
UA - UA/0678/02/01

Hassa i agpeca BupoBHWKa, BiANoOBIAansHOro 3a Bunyck cepii: | JliueHsia Ha BupobHMUTBO Ne.
KPKA a.a., HoBo mecTo 800-13/2018-6

Uimap’eka yecra 6

HoBo mecto, 8501, CrnoBeHisA

Poamip cepii: 4.087 WIT

Linm nigTeepaylo, Lo BuUlleHaBeAeHa iHopMauia € AOCTOBIpHO Ta TouHow. [laHa cepia npoaykuii Oyna BupobneHa
(BKMIOYAOHM NakyBaHHA/MapKyBaHHRA) | NPOWALLNA KOHTPOMb AKOCTI Ha BULLEBKA3aHiA AinbHULI B NOBHIK BiANOBIAHOCTI I3
suMoramu GMP, BCTaHOBMNEHUMW MICLEBUM DPErynaTOPHUM OpraHom, a Takox Y eignosigHocTi Ao cneuudikauii
peecTpaLiiHoi [oKyMeHTauii, 3aTBepixeHo! B YkpaiHi 4Ans AJocnigXyBaHOro Jslikapcbkoro 3acoby. [lpoTokonu
BUPOBHULTBE, NaKyBaHHA | KOHTPONS AKOCTI Nepe.ipeHi i BignosigaoTh BUMoram GMP.

Cepis BunyLLeHa y BignoeigHocTi i3 gitovoto sepcieto MKA UA/0678/02/01.

[lata BunycKky Ha pUHOK: Ocoba, BignosiaaneHa 3a sunyck J13 Ha pyHOK
17.04.2023 Manga LeHiua
ot
L{Q/M'w“
[danuni ceptudpikat AKoCTi Mae enekrpoHHUA nigniuc, Hata ppyky ceprudikaTy: 13.11 2023
CepTudikaT CTBOPEHO aBTOMaTUYHO BanizoBaHOo0 KOMTIOTEPHOIO rporpamoto SAP. Cropidka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. 4., HoBo MecTo
YNPABITIHHA AKICTHO
LLimap'ewka uecta 6

8501 Hoso MecTo
CnoBeHin

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

Kog Ne: 7E0051

LivnpuHon® TtabneTtku, BKpUTi NNiBKoBoo 060noHkKoo, no 750 mr Ne 10
KpaiHa-BUPOOHUK: CrnoBeHIs
1 TabneTKka, BKpUTA NNiBKOBOK 000NOHKOK, MICTUTL LUNPOdIOKCaALUNHY Y
BUrnAgi umnpodnokcaunHy rigpoxnopugy MoHoripnpaty 750 Mr
nikapcbka chopma: TabrneTku, BKpUTi NniBKOBOO 000JTIOHKOK

po3Mmip i TN nakyBaHHA: no 10 Tabnerok y Gnictepi; no 1 6nicTepy B kapTOHHIN kopobdui

Homep cepil: NM5688

HNata supobuuurea: 03.2023

OaTa 3akiH4eHHs TepMiHy npuaartHocTi: 03.2028
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HaaBa rokasHvkis Cneundikadis PesynbTaTtu BUNnpobysahs Mp.*
Oonue OeanbHi, 6inoro konsopy TabneTtku, BKPUTI Nniskosoio | Bianosiaae -
060n0HKOH, 3 Haci4Kol 3 060X Bokis
OaHOPIAHICTb 4030BaHNX 3HayeHHsa npuamaneHoro yncna (AV) cknapae He 1,4 -
OAMHULL -0AHOPIgHICTE Mack | Binblue 15,0
laeHTUgIKaLIA Yac yTpumyBsaHHsA Niky umnpognokcaunHy Ha Bipnosinae -
uunpochnokcaumHy - BEPX Xpomarorpami posumnHy 3paska Mae BignoBigaTi yacy
YTPUMYBEHHS NiKy UMNPOognoKcauvHy Ha
XpomMaTorpami po3ynHy CTaHaapTy
lpeHTUdIKaLia TMTaRy PosuyuH Habysae »woBTOro 3abapBneHHs Bianosisgae *
AioKcuay
Boaa(0,1 r,Hydranal 45%-90% 58 -
Compaosite 5)
CynyTHi AoMiwkn —kucnota | He Ginbwe 0,2 % <=(,2 -
dTopxiHonoHosa - TCX
CynyTHi oMilukun — He 6inbwe 0,4 % 0,1 -
eTunenaiamiHoBui ananor -
BEPX
CynyTHi BOMILLIKW — iHLU] He 6inbwe 0,2 % <= 0,05 -
oAnHWUYHI aomiwxn - BEPX
CynyTHi AOMILLIKK — cyma He Binblie 0,5 % 0,1 .
pomiwok - BEPX
KinbKicHWIA BMiCT 95.0 - 105,0 % Big 3a3Ha4YeHO! KiNbKOCTI 100.,8 -
LMnpodriokcaUmHy
Po34ynHeHHS He mexwe 80 % (Q) Bia 3asHaueHol KinbxocTi 100 -102 -
unnpodriokcaLuHy npoTarom 30 XBUAWH
MikpobionoriyHa AKiCTb — He 6inbtwe 1000 KYOB1 1 - *2
3aranbHa KiNbKIiCTb aepoOHNX
MikpoopraHiamis (TAMC)
MikpoBionoridyHa AKicTb —~ He 6inblie 100 KYOB1 1 - *2
3aranbHa KinbKicTb
ApPKAXOBUX Ta NNRiCeHeBuX
rpubis (TYMC)
Mikpo6BionoriyHa siKicTs - BiacytHiB 1T - *2
Escherichia coli

Mp.* = Mpumitka

*1 He pyTuHHUiA MeToa. BunpoGysaHHa nposoauTees 1 pas Ha pik.
*2 BUNPoBYBaHHS NPOBOAKTLCS BIANOBIAHO A0 nporpamu (onucaHa B MKH)

DaHuin cepTUdikaT SKOCTI Mae enekTPOHHWUI nianuc.
CepTudikaT CTBOPEHO aBTOMAaTUYHO BanifoBaHOK KOMI'IOTEPHOIO NPorpamoto SAF

DaTta apyky ceptucpikaty: 13.11.2023
CropiHka: 2/2




