AEPKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOFIB
TA KOHTPO.TIO 3A HAPKOTUKAMMH y m. KHEBI

npoB. Hapii Ceitnuunof, 3, 02099, ren. (044) 295-26-85
-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
IIPO SIKICTHh BBE3eHOro B Ykpainy aikapcebkoro 3aco0y

23.10.2024 Ne 55366/24/25

HAJITE3IH® ®OPTE
(naiimenyBanus JiKapehKoro 3aco0y 3TiAHO 3 peecTpauiiiHm TOCBiRYeHHAM)
TabJieTKu, BKpHTi ILTIBKOBOIO 0060J10HK010, 110 550 Mr, 10 10 Taénerox y OJticrepi, mo 1
Outicrepy y kaprommii Kopooui
(dbopma Bunycxy, JO3yBaHHA, BUA aKyBaHHS JiKapceKkoro 3aco0y)

Homep peecrpauiitioro nociguenns UA/893 8/01/02 crpox mii peecTpaniiinoro nocsinyents HeOOMeKESHMI
Cepis nikapcekoro 3aco6y Ne NN3526 KinekicTs BBe3eHorO ikapenioro 3aco6y 6400

BupoGuuk KPKA, n.1., Hopo Mecto, CiioBenis 2
(naliMenypauns BUPOGHHKA NTiKapchkoro 3acoby, kpaina TIOXOJIKEHHS)

Bseseno B Vkpainy Cninbue ykpainesko-ecToncnie MiANpHEMCTBO y dbopmi roBapucrea

3 00MeXReH0x0 BigmoBizannLuicTIo "OnTima-(I)apM, JITX", inen. xox:
21642228

(HaliMeHyBaHHs Ta KO 3 €PTIOY 1opuanunoi ocobu abo npissuute, iM's, o Garbkos] Qiznunof
0co6u - mianpuemus, ii Micue TPO3HMBAHHS Ta peecTpauiiinuii Homep 06ikoBo] KapTKH NnaTHUKa
nonarkis abo cepist ta HOMep nacriopra)

Hpotokon Bisyansroro konTpomo Bin 23.10.2024 Ne 3603/49.

3a  pesymbTatamu  nepsxasHOro KOHTPOMO  BCTAHOBNEHO, WO mikapchkmii 3aci6 BReseHo g Vkpainy ;43
AOTPHMAHHSIM BUMOT 3aKOHOXABCTBA 11010 3a6esneuenHs AKoCTi JKAPChKHX 3aco6is, o
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Muxona XOJIOEHKO

(mignuc) (ininiamy ta Npi3BHILE)
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KPKA, a. ., Hoso mecio
CEPTUDIKAT AKOCTI YMPABJIIHHS AKICTHO

WmMap'ewka yecra 6

8501 HoBo MecTo

CnoeeHin

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Koa Ne: 7G4369

Hanrezin® cdopre, rabnerku, BKpUTI NNiBKoBO 060NoOHKOK, 0o 550 Mr Ne 10

Kpaina-supoBHuK: CnoseHin

1 TabneTka, BkpUTa NNIBKOBOI: D6ONOHKOK), MICTHUTL 550 Mr HanpoKceHy HaTpilo

nikapcbka thopMa: TabreTku, BKPUTI NNiBKOBOK 0GONOHKON

po3mip i Tun nakysaxHA: no 10 TabneTok y 6nicTepi; no 1 GnicTepy B Kopo6ui

Homep cepii: NN3526

Hata BupoGruuTea: 02.2024 I,D,aTa 3aKiH4YeHHS TepMiHy npuiaTHocTi; 02,2029

Peecrpauiine noceigyeHHa Ne:
UA - UA/B938/01/02

Haspa i agpeca BupoGHUKa, BigNoBinankLHoOro sa BUNyck cepii: |JliueHsis Ha BMpoBHMLTEO Ne:
KPKA a.a., HoBo mMecTto 800-13/2018-6

Wmap’elwka uecta 6

Hoso mecTo, 8501, Cnoeexis

Poamip cepii: 75.848 LUT

Uum ninTeepaxyio, WO BulleHaBeneHa iHopMaLlist € J0CTOBIPHOI Ta ToYHM. faHa cepin npogykuii Byna supobneHa
(BKAHOUAOHN NaKyBaHHA/MAPKYBaHHA) | NPOMLLNA KOHTPOMb SIKOCTI HA BULLEBKASaHil AinsHUL B NOBHIA BigNOBIAHOCTI i3
suMoramu GMP, BCTAHOBMNEHWMU MICLIEBMM DPETYMATOPHUM OpraHoM, a Takox y BignosigHocTi go cneumdikauii
peecTpallitHol  gokymeHTaull, saTsepmkeHoi & Ykpaini Ona  pocnimkyeadoro nikapckkoro  sacoby. [poTokonu
BUPOBHMLTRA, NakyBaHHsA | KOHTpONSA AKOCTI NepesipeHi i BianosiAa0TE BUMoram GMP.

Cepin Bunywena y eignoeigHocTi i3 girovoo Bepciere MK UA/8938/01/02.

Hata BunycKy Ha puHoK: QOcoba, signosigansHa 3a evwnyck 113 Ha puHOK
21.06.2024 MaTtes [BaryLuny

5 {\,WM.A:‘:LO
LaHui cepTUDIKaT AKOCT Mae eNeKTpoHHWA Nignuc. Hava apyky ceprudpikaty: 10.10,2024
CepTudikaT cTEOpeHo aBTOMaTUYHO BaNiGOBAHOK KOMM'TEPHOK NPOrpaMokd SAP. Cropinka; 1/2
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CEPTU®DIKAT AKOCTI

(& KRKN

KPKA, a. a., Hoeo MecTo
YNPABNIHHA AKICTH
Wmap'ewka uecra B

8501 Hoeo mecto
CnoseHis

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

Kon Ne: 764369
Hanresin® dopTe, TabneTtku, BKPUTI NNiekoBoo oBonoHkolo, o 550 mr No 10
KpaiHa-Bupob6Huk: CnoseHin
1 TabneTka, BKPUTa NNIBKOBOIO 0GONOHKOIO, MICTUTL 550 Mr HanpokceHy HaTpilo
nikapcbKa thopma: TabneTkn, BKPUTI NNIBKOBOO 06ONOHKCIO
po3mip i Tun nakysaHHs: no 10 Tabnetok y Bnicrepi: no 1 6nicTepy B Kopobui
Homep cepii: NN3526
Jara eupobHuuTea: 02.2024 |,E[aTa 3aKkiHyeHHs TepMiHy npuaaTHocTi: 02.2029
Haaea nokasHukis Cneuudsikalyis PeaynbTaTi Bunpobybans Mp.”
Onuc OsankHi TabneTku1, BKpUTI NNIBKOBOK 06ONCHKGIG, Bignosinac -
BnakuTHOro KoMbopy 3Nerka BBOONYK, 3 PUCKOK 3
opHoro Boky.
Mutome onTuiHe obepTaqus | Big +61° ao +68,5° 66,2 -
OpHIPIAHICTL 1030BaHNX MpuimantHe wncno (AV): He Ginblwe 15,0 % 1,8 3
OAMHWLb — 0OHOPIAHICTL Mack
laeHTMgiKaUiA HaTpil BinnosiaHo go aHanituyHol MeToguxu Bignosifnae -
laenTucbikauia Hanpokcery - | OcHoskHa nnsima Ha Xpomarcrpami peaquHy apaska mac | Bignosigae -
TIX BIANOBIOATM 3a aHa4YeHHAM Rf Ta poamipoM nrami Ha
XpoMarorpami po34YuHY craHaapTy
ineHTudikauis IHpurokapminy | CcHosHa BRakuTHa NNSME Ha Xpomarorpami pog4uHy |- "1
—THIX 3pa3ska Mae BIANOBIAATH 3a sHavyeHHsM Rf Ta
sabapeneHHaM NNAmMi Ha xpoMaTorpami PO3HUHY
craHgapTy
CynyTHi aomiluky - oguHuyHa | He Ginklae 0,2 % <= 0,05 -
CynyTHi gomiwku — 3arankHa | He Ginble 1,0 % <= 0,05 -
KINBKICTE
Kinkkichuid emict Hanpokeery | 95,0 - 105,0 % Big 3azHaueHoi KiNbKOCTI 99,1 =
HaTpik
Po3uuHeHHs HanpokceHy He menwe 80 % (Q) Big aasHaveHol KinbkocTi 91 -104 -
HaTpito npoTaroM 45 xBUnuH
MikpoSionoriusa skicTk ~ He Ginbwe 1000 KYO B 1 1 2 ¥2
3aranbHa KiNoKicT aepofHnx
mikpoopraHismie (TAMC)
Mikpobionoriyka axkicTs — He Ginswe 100 KYO s 11 - 2
3araneHa KinbKicTb
APPKOMOBYX Ta NNICEHERMX
rou6ie (TYMC)
MikpoBionoriyna skicT - BigcytHis 1r - 22
Escherichia coli

MNp.* = MNpumitka

1 He pyTunHui meToa, BunpoBybakts: npesoauThes 1 pas Ha pik,
*2 BUNpPObYsaHHA NPOROAUTLEA BIGNCBIAHO N0 NpOrpami4 (onucana B MKS)

LaHulh centudbikat akocTi Mae enexTpoHHWE nignuc.
CepruikaT CTBOPEHC aBTOMATWUYHO BalligoBaHOW KOMITIOTEPHOW NporpaMole SAP,

Oata apyky cepTudikaty: 10.10,2024
CropiHka: 2/2
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