JEPJKABHA CJIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KUIBCHKIM OBJACTI

npos. Ceitnuunoi Hanil, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: ds.ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
Npo SIKICTHL BBe3eHOro B YKpaiHy JiKapchbKoro 3acoby

27.11.2023 Ne 58623/23/10

HOJIBIIA3ZA®

(HailiMeHyBaHHS JiKapChKOro 3aco6y 3rifHO 3 peecTpaliiiHyM NOCBiAIEHHM)
tabjerkn racrpopesucrentHi mo 20 mr no 14 Taéaerok y 6aicrepi; mo 2 6Jiicrepn y KapTOHHIH
Kopooui

(popma BUTyCKy, IO3YBAHHS, BH/ MaKyBaHHs NiKapchKkoro 3acoby)

Howmep peectpauiitoro nocsinuenns UA/7955/01/01 crpox nif peectpaniittoro nocsinuenns 01.01.2099

Cepis nikapeskoro 3aco6y Ne DC7281 Kinbkicrs BBe3eHOro gikapeskoro saco6y 10400
BupoGuuK KPKA, 1.1., Hoso mecto, CrioBeHis
(HaiiMeHyBanHs BUPOGHHMKa Jikapchkoro 3acoby, KpaiHa MOXOMKEHHs)
Bsesero B Ykpainy CninbHe yKpaiHChKO-eCTOHCHKE MiANpueMcTBO Y opmi ToBapucTsa
3 oGMekeHo0 BianosigaabHicTio "Ontima-Papm, JIT/", izenr. xox:
21642228

(uaiivMenyBanHs Ta koA 3a CPIIOY ropumrHoi 0co6u abo npissuine, iM's, no 6aTskosi (iswmHol
0co6u - iATpreEMI, i MicLle poXkMBasHs Ta peecTpaltifiuyii Homep 06/1iKOBOT KAPTKY IUIATHAKA
noJarTkis a6o cepist Ta HOMEp IacropTa)

Iporoxoa Bizyansnoro xonrpouo six 24.11.2023 Ne 3752/19.

3a pesyasTaTaMM [EpKABHOTO KOHTPOJIO BCTAHOBJNEHO, IO JIiKapChKuii 3aci6 BBe3eHO B YkpaiHy 3
JOTPUMAHHSAM BuMOT 3aKOHONABCTBA OO 3a6€3MeUeHHs KOCT] JiKapChKHX 3aC06iB.

Bitaniit BOHIAPEHKO

(teiuiany Ta npiIBRLLE)

JacTyn

(ni,r.mnc)\

(mocazoBy




W KRKN

KPKA, 4. A., HoBo mecto
CEPTU®IKAT AKOCTI YIPABIIIHHA AKICTIO

LLmap'ewwka yecra 6

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kopn Ne: 7F0848

Honbna3a®, TabneTku racTpope3ncTeHTHi no 20 mr Ne 28

KpaiHa-BMpOOHUK: CnoBeHis

1 TabneTka racTpope3ucTeHTHa MicTUTL 20 Mr NaHTonpasosny y BUMNsAI NaHTonpasosly HaTpilo cecksirigpaTy
nikapcbka ¢popMa: TabneTku racTPoOpPe3UCTeHTHI

po3Mip i TMN nakyBaHHA: No 14 Ta6neTok y 6nicTepi; no 2 6nicTepy Yy KAPTOHHIN Kopobui

Homep cepii: DC7281

HaTa BupobHuurea: 03.2023 |,uaTa 3akiHYeHHs TepMiHy npuaaTtHocTi; 03.2028

PeecTpauinHe nocsiayeHHs Ne:
UA - UA/7955/01/01

HasBa i agpeca BupobHuka, BigrosiaankHoro 3a Bunyck cepii: |JliueHsis Ha BupobHnLTBO Ne:
KPKA a.a., HoBo mecto 800-13/2018-6

Wmap’ewka yecrta 6

HoBo mMecTo, 8501, CnoBeHin

Pos3wmip cepil: 48.902 LUT

Lum nigTeepaxylo, WO BUWeHaBeaeHa iHdopMaLlis € AOCTOBIPHOK Ta ToyHow. [aHa cepis npoaykuii 6yna supobreHa
(BKritouaouy nakyBaHHs/MapKyBaHHS) | Npoliluna KOHTPOSb SKOCTI Ha BULLEBKa3aHii AinbHULi B NOBHIW BignoeigHoCTi i3
BuMoramM GMP, BCTaHOBNEHWMW MICLIEBUM PETYNATOPHMM OpraHoMm, a TakoxX Y BignosigHocTi Ao cneuudikalli
peecTpalliiiHoi  AoKyMeHTauii, saTeepakeHol B YkpaiHi Ans gocnimkysaHoro nikapckbkoro 3acoby. [lpoTokonu
BUPOGHULITBA, NaKyBaHHS | KOHTPONSA AKOCTI NepesipeHi i BianosiaaoTe BuMoram GMP.

Cepin BunyLieHa y BignosigHocTi i3 pjtovoto sepcieto MKA UA/7955/01/01.

[Jata Burycky Ha puHok: Ocoba, signosiganbHa 3a Bunyck J13 Ha puHoK
15.06.2023 Mapiua Bpuap
(:k —

Oanuit cepTudikaT AKOCTi Mae enexTPOHHWIA nignuc. [Oata apyky ceprudikaty: 09.11.2023

CepTucikaT CTBOPEHO aBTOMaTUYHO BaniaoBaHol KOMN'toTepHOo nporpamoto SAP. CropiHka: 1/3
3 v
, Jox. ad. /'/@Z%
éu;f 14.11.28 ot~




CEPTUDIKAT AKOCTI

4 KRIKA

KPKA, 4. 4., Hoso mecto
YNPABNIHHA AKICTIO
LLmap'ewka LecTa 6
8501 Hoso mecTo
CnoseHis

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

Koa Ne: 7F0848

Honbna3a®, TabneTku racTpope3ancTeHTHi no 20 mr Ne 28
KpaiHa-BupoGHUK: CnoseHia

1 TaBneTka racTpOpPe3UCTEHTHa MICTMTL 20 MI MaHTONpPa3ony y BUIMAAI NaHTONPa3ony HaTpilo cecksiriapaTy

nikapcbka popma: TabneTKu racTpope3nCTeHTHi

po3mip i TMN nakyBaHHs: no 14 TabneTok y 6nicTepi; no 2 6nicTepy y KapTOHHIN Kopobui

Homep cepii: DC7281

|,E1aTa 3aKiHYeHHs TepMiHy npugatHocri: 03.2028

[Hata BupobHuuTea: 03.2023

Haszsa nokasHukis Cneumndikauis PesynbTtaTy BunpofysaHb Mp.*
Onuc TabneTtku CBITNOro }OBTO-KOPUYHEBOO KOMbOPY, Bignosinae -
0BanbHi, TPOXW ABOOTYKNi, BKPUTI NNiBKOBOIO
060MN0HKOI0
OpHopiaHicTs a0308aHNX MpuiimansHe uicno (AV) cknagae He Ginbwe 15,0 10,2 -
OAUHNLL (OAHOPIAHICTL
BMICTY)
|aeHTUdDiKaLisn TMTaHy Po3unH Habysae xosToro 3abapsnexHs - *1
aiokeuay
|neHTudikallia saniaa okcuay | PosuvH Habysae cuHLOro 3abapsneHHA - 11
IneHTUdbikauis naHTonpasony | Yac yTpumyBaHHs Mae BiANOBiAATM Yacy yTpuMyBanHs | Bignosiaae -
-BEPX cTaHAapTy, OTPUMaHOro Npy NPoBeAeHH KifbKicHOro
BugHaveHHs BEPX
CynyTHi gomittiku — He 6inbwe 0,2 % 0,1 -
naHTonpasony cynbgoH
CynyTHi AOMILIKY — He Ginbwe 0,2 % <=0,10 -
naHTonpasosy cynodin
CynyTHi AOMILLIKYK — He Ginbwe 0,2 % <= 0,10 -
naxTonpason N-okeug
CynyTHi AOMiLKY — oauHUuHT | He Ginbwe 0,2 % <= 0,10 -
HeiaeHTudikoBaHi
CynyTHi AoMiwkv ~ 3aranbHa | He Ginbwe 1,0 % 0,1 -
KinbKicTb
Po3nagaHus 2 roauHu npu Temnepatypi 37 £ 1 °Cy 0,1 MHCI. Ha | Bianosigae -
. WOAHiN TabneTui He BUAHO 03HaK poanaay (OKpiM
thparmeHTiB 060MoHKK) abo TPILLMH, Yepes ski MoXxe
BUAINATACA BMICT.
Po3snagaHHs 60 xBunuH npu TemnepaTypi 37 £ 1 °C y posuuHi Bignoeinae
tocepatHoro 6ycdepa pH = 6,8. Akwio TabneTtkn He
BiANOBIAAIOTL BAMOram yepes NpuriMnasHa o [Uckis,
TECT NOBTOPIOIOTL Ha iHWKX 6 TaBneTkax, oMuHaloun
Aunckn. TabneTku BianosiaaloTsL BUMOram TECTY, AKLLO
BCi LWiCTb Ta6NeToK po3nagalnTbes.
KinskicHui BMicT 95,0 - 105,0 % Big 3a3HaueHol KinbKkocTi 100,4
naHTonpasony
PosunHerHs naHTonpasony — |He Ginbwe 10 % Big 3asHa4eHoTl kinbkoctiy 0,1 MHCI (0-0
KUCNOTHA CTaAif NPOTAroM 2 roauH
PosuuHeHHs naHTonpasony — | He meHwe 75 % (Q) Big 3a3HaueHol KinbkocTi 99 -104 -

BycepHa cTagin

NpoTArom 45 XBUNuH

MikpoGionoriuHa aKicTb —
3aranbHa KinbKicTb aepobHmux

mikpoopraHismis (TAMC)

He Ginble 1000 KYOB 1 ¢

[anuit cepTudbikaT AKOCTI Mae enekTPoHHU nianue.
CepTudikaT CTBOPEHO aBTOMATUYHO BaninoBaHOK KOMM'IOTEPHO rporpamoio SAP.

[Hata apyky cepTtudpikarty: 09.11.2023
Cropinka: 2/3




(L4 KRKA

KPKA, a. a., Hoso mecto
CEPTUDIKAT AKOCTI YNPABIIHHA AKICTIO

LLmap'eluka uecra 6

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Koa Ne: 7F0848 .

Honbnasa®, TabneTku racTpope3ncTeHTHi no 20 mr Ne 28

KpaiHa-BUpPOOHUK: CrnioBeHin

1 TabneTka racTPOPe3UCTeHTHA MICTUTL 20 M NaHTOMPAa30My Y BUIMAAI NaHToNpa3ony HaTpilo ceckeirinpary
nikapcbka popmMa: TabneTku racTpope3nCTeHTHI

po3Mip i TMN nakyBaHHaA: no 14 TabneTok y 6nicTepi; No 2 GnicTepy y KapTOHHIN Kopobui

Homep cepii: DC7281

Hata supobruursa; 03.2023 |,D,aTa 3aKiHYeHHs TepMiHy npwaaTHocTi: 03.2028
HaaBa nokasHuKis Creuvdikauisa ) PeaynbTaTv BUnpobysaHb Mp.*
Mikpo6ionorivHa sxicTe — He 6inbwe 100 KYOB1 1 - *2

3aranbHa KinbKicTs
LPDKOYKOBUMX Ta MIiCeHeBUX
rpubis (TYMC)
Mikpo6ionoriuHa AKicTb - BiacytHiB 11 - "2
Escherichia coli
Mp.* = Npumitka
*1 He pyTuHHuiA MeToa. BunpobyBaHHA npoBoanTsLCA 1 pas Ha pik.

*2 BunpoByBaKHs NPOBOAUTLCA BIANOBIAHO A0 Nporpamu (onucaxa B MKH)

[anuii cepTudikaT SKOCTI Mae enekTPOHHWIA nignuc, [Jata apyky ceptudikary: 09.11.2023
CepTudikaT CTBOPEHO aBTOMaTU4HO BasliZ0BaHOIO KOMM'IOTEPHOIO Aporpamoto SAP, CropiHka: 3/3
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