NEPKABHA CJIYKBA 3 JIIKAPCbKHX 3ACObIB

TA KOHTPOJIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haxii Ceitiynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

B CHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JiKapceKOro 3acody

22.04.2024 Ne 21358/24/26

BAJIbCAKOP® HD 160

(uaiiMeHyBaHHS NKapCHKOTO 3aC00y 3rifHO 3 peecTpallifHUM NMOCBiNHEHHAM)
Ta6JeTKH, BKPUTI IIIBKOBOI0 060/10HK010, 160 Mr/25 mr, mo 14 Tabaerox y buicrepi; mo 2
GJicTepu B KOpoOui

(dopma BUITYCKY, [O3YBaHHs, B/ IAKyBaHHs iKapchKoro 3acoby)

Homep peecrpauiitroro nocsimuenns UA/9450/01/01 crpox xii peectpauiiinoro nocsinyerss HEOOMEXXCHUM

Cepis nmikapcskoro 3acoby Ne DDS834 KinbKicTh BBE3€HOTO JiKapchkoro 3acoby 48
BupoGHuK KPKA, n.1., HoBo mecto, CrioBeHist
(uaitmenyBanHs BUpoGHHKA JlikapchKoro 3acoby, KpaiHa IOX0KEHHS)
BeeseHo B Ykpainy CrhinbHe yKpaiHChK0-eCTOHCHKe MANPHEMCTBO Y hopmi TOBapUCTBA
3 o0Mexxenoxo BignosinaapHicTIo "'OnriMa-®apm, JIT/", inenr. xoa:
21642228

(uaiiMenyBauus Ta koj 3a €JIPTIOY ropuanyHoi ocobu abo npissuine, iM'a, o 6aTekosi qisuunol
ocobu - mianpreMny, 1i Micue NpoXKUBAHHA Ta peecTpauilinui HoMep 00NiKOBOT KapTKU NJIaTHHKA
nozarkie abo cepis Ta HOMEp macrnopra) .

IIpoTokon BisyananHoro koutposo Bix 22.04.2024 Ne 1394/21.

3a pe3ynbTaTaMH JepXKABHOTO KOHTPONIO BCTAHOBNEHO, W0 JikapChkmii 3aci0 BBeseHo B VkpaiHy 3

JAOTPHUMAHHSAM BUMOT 3aKOHOJABCTBA MO0 3a0€3MeUeHH s AKOCTI AIAPCHKUX 3aC00iB.

Muxona XOJIOIEHKO

(nignuc) (ininiamu ta npispuine)




KRKM

KPKA, a. 4., HoBo mecTo

CEPTU®IKAT KOCTI YIIPABNIHHA AKICTIO
LLmap'ewwka uecra 6
8501 Hoso mecTo
CnoseHif

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

Kop Ne: 7G9053

BAJILCAKOP® HD 160, TabneTku, BKpUTi NAiekosolo o6onoxkoto, 160 mr/25 mr Ne 28

kpaiHa-Bupo6Huk: CnoseHin

1 TabneTka, BKpUTa NNiBKoBOK 060MOHKO, MICTUTL 160 M BancapTaHy i 25 Mr rigpoxnopriauay
nikapcbKa hopma: Tabnetkun, BKpUTi NNiBKOBOK 0OOMOHKOK

po3mip i TMN nakyBsaHHs: no 14 Tabnerok y 6nictepi, no 2 Gnictepun y kopobui

Homep cepii: DD5834

[ara BnpobHuyTea: 07.2023 l,ELaTa 3aKiHYeHHSA TepMiHY npugatHocti: 07.2028
PeecTpauiitHe noceiaveHHs Ne:

UA - UA/9450/01/01

Hasea i agpeca BUpoBHMKa, BiANOBiAaNLHOro 3a BUNYycK cepii: | JliueHsis Ha BUpoGHULITBO Ne:
KPKA a.n., HoBo mecTto 800-13/2018-6

Wimap’ewwka uecra 6

Hoeo MecTo, 8501, CnoBeHis

Po3awmip cepii: 9.013 LUT

Lium nigTeepaxyto, WO BulLeHaBeAeHa iHhopMaLlis € 4OCTOBIPHOW Ta TouHol. [laHa cepisi npopykuii 6yna supobnexa
(BKNIOYaKOMM NaKyBaHHs/MapKyBaHHs) | NPoWLLNa KOHTPOMb AKOCTI Ha BULLeBKasaHii AinbHULI B NOBHIW BignosigHocT i3
gumoramy GMP, BCTaHOBNEHUMM MICUEBUM pPErynaTopHUM OpraHom, a Takox Y BiAnoBigHOCTI A0 cneuudikaui
peecTpauiiiHoi  AOKyMeHTaLi, 3aTBepaxeHol B YKpaiHi Ans  AOCniAKyBaHOrO nikapcekoro 3acoBy. [lpoTokonu
BMPOBHULTBA, NaKyBaHHs | KOHTPONS SIKOCTI NepesipeHi i BianosifatoTe Bumoram GMP.

Cepis BunyLeHa Yy BiANOBIAHOCTI i3 Ajtoyoto sepcieto MKA UA/9450/01/01.

[laTa BUMYCKY Ha PUHOK: Ocoba, BianosigansHa 3a Bunyck /13 Ha puHoK
14.02.2024 TaHs JpHoswex

Q)mov”éég)x

[Nanuit cepTuchikaT SIKOCTI Mae eneKTPOHHUIA fianuc. [aTa apyky ceptudikaTy: 11.04.2024
CepTudikaT CTBOPEHO aBTOMaTH4HO Banif0BaHOI0 KOMITIOTEPHOK Nporpamoio SAP. Cropinka: 1/3
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CEPTU®DIKAT AKOCTI

74 KRKN

KPKA, a. 8., Hoso mecto
YNPABHAIHHA AKICTIO
Lmap'ewka uecta 6
8501 HoBo mecTo
CnogeHist

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

Kog Ne: 7G9053

BAJTbCAKOP® HD 160, Tabnerkn, BKpUTi NniBKoBoK 060n0HKoo, 160 Mr/25 mr Ne 28
KpaiHa-BupobHuk: CnoseHin
1 Tabnerka, BKpUTa NNiBKOBOK 0BONOHKOI, MICTUTL 160 Mr Bancaprany i 25 Mr rigpoxnopTiaauay
nikapckka chopma: TabrieTku, BKpUTi NNiBKOBOKO 0G0MOHKO
po3mip i TMN nakysaHHa: no 14 TabneTok y 6nictepi, no 2 6nicTepu y kopoobui

Homep cepii: DD5834

[ara Bnpobruurea: 07.2023

|,uaTa 3aKiHYeHHs TepMiHy npugaTHocTi: 07.2028

Hassa nokasHukis Cneuudikayis PesynbraTv BUnpobysaHb Mp.*

Onuc OsanbHi goonykni TabneTku, BKPUTI NNIBKOBOIO Bignosinae -
060M0HKOI, CBITNO-KOPUYHEBOIO KOMNLOPY

laeHTubikauin TuTaHy BianosigHO A0 aHamiTUYHOT MeToAnKKU, PosunH y Turai | - *1

aiokenay HabyBae XoBTOro 3abapsnexHHs

laeHTUdiKauis s3aniza okewais | BignosiaHo 4o anHanitnuHoi metoauin. Ha - *1
hinbTpyBansHoMy nanepi 3anuilaeTbCs CUHIA ocaa,
XapakTepHWiA AN ioHy 3anisa.

laeHTudbiKaLia BancapraHy — | KinbkicHe BU3HaUeHHs € OAHOYAcHO iaeHTUdIKauieo Bignosigae -

BEPX

laeHTugikauia BancapTaHy — | BignoBiaHo A0 aHaniTUYHOT METOAMUKN - "1

TLUX

lpeHTudikayyis KinbKicHe BU3HaUYEHHA € 0AHOYACHO ineHTUIKaLien Bianosigae -

riapoxnopriaauay — BEPX

laeHTUdiKauis BianosigHO 40 aHaniTUMHOT METOANKN - *1

rigpoxnopTiasuay — TLUX

CynyTHi gomiwky Bancaprary | He 6inbwe 0,5 % <=0,10 -

i rinpoxnopriasnay — JoMiluka

CynyTHi AoMilwky BancapTaHy | He Ginbwe 0,5 % <=0,10 -

i riapoxnoptiasuay — Jomiwka

B

CynyTHi Aomiwkn BancaptaHy | He 6inbwe 0,5 % 03 =

i rippoxnopTiasuay — [omiwka

C

CynyTHi gomilwkv BancapTaHy | He 6inowe 0,2 % <=0,10 -

i rippoxnopTiasnay — iHwi

OOMHWMHI AOMILUKM

CynyTHi goMilikv BancapTany | He Ginbwe 1,5 % 0,3 -

i rigpoxnopTiasnay — cyma

AOMILLOK

OpHOPIAHICTb A0308aHNX 3HayeHHs npuimMansbHoro Yucna (AV) cknagac He 3,0 -

04WHULL ~— OAHOPIAHICTb 6inbwe 15,0

BMICTY rigpoxnopriasnay

OpHOpiAHICTb A030BAHUX 3HayeHHs npuiiManbHOro uucna (AV) cknagae He 2.1 -

0AUHULL —~ OAHOPIAHICTb Ginbwe 15,0

BMICTY BancaptaHy

KinbkicHwiA BMicT BancapTtaHy | 95,0 - 105,0 % Big 3a3HayYeHOl KiNbKOCTI 100,0 -

KinskicHWiA BMICT 95,0 - 105,0 % Bia 3a3Ha4eHo KiNbKOCTi 99,4 -

rigpoxnopriaauay

Po3unHeHHA sancapTaHy He meHwe 80 % (Q) Bia 3a3Ha4eHOT KinbKOCTI 96 -98 -
npotarom 30 XsunvH

PosunHeHHs He meHtwe 80 % (Q) sin 3a3HajveHoi KinbKoCT 96 -

rigpoxnopTiasvay npotarom 30 XBUNuH

[laHwit cepTudikaT SKOCTI Mae eNeKTPOHHWIA NiANKC.
CepTudikar CTBOPEHO aBTOMATUYHO BanifioBaHOI0 kOMN'IOTEPHOI Nporpamolo SAP.

[aTa apyky ceptudikaty: 11.04.2024
CropiHka: 2/3




(T4 KRKN

KPKA, a. a., Hoso mecto
CEPTUDIKAT AKOCT! YNPABIIHHA AKICTIO
lUmap'elwka uecra 6
8501 Hoso mecTo
CnoseHist
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne; 7G9053

BAJIbCAKOP® HD 160, TabneTkun, BKpUTi NAiBkosoio 06050HKot0, 160 Mr/25 mr Ne 28
KpaiHa-Bupo6GHUK: CnoBeHisn

1 TabneTka, BKpMTa NNiBKOBOK 060NOHKO, MiCTUTL 160 Mr BanicapTaHy i 25 mMr rigpoxnopTriasnay
nikapcbKka hopma: TabneTku, BKpUTI NiiBKOBOK 0GOSIOHKOK

pO3Mip i TMN NakyBaHHsi: No 14 TabneTok y 6nicTepi, no 2 6nicrepn y KopoOui

Homep cepii: DD5834

[ara snpobHuyrea: 07.2023 I,D.aTa 3akiHYeHHA TepMiHy npugartHocri: 07.2028

HaszBa nokasHukis Cneyudikauin PeaynbtaTu BunpobysaHsb : p.*
MikpobionoriyHa sKicTe — He Ginbwe 1000 KYO B 1T <10 : *2
3aranbHa KinbkicTb aepobHuX

mikpooprasiamis (TAMC)

MikpoBionoriuHa aKicTs — He Ginbiwue 100 KYO B 1T <10 *2

3aranbHa Kinbkicts
APDKIKOBUX Ta NATICEHEBUX
rpwbis (TYMC)
MikpoBionoriuHa aKicTs - BigcyTHis 11 Bianosigae *2
Escherichia coli
Mp.* = Npumitka
*1 He pyTuHHWi MeToA. BunpobyBaHHA NposoauTLes 1 pas Ha pik.

*2 BunpobyBaHHA NPOBOAUTLCS BIAMOBIAHO A0 Nporpamu (onucaHa 8 MKS)

[Nannit cepTudikaT SKOCTI Mae eneKkTPOHHUIA Mianuc. [aTa apyky ceptucpikaty: 11.04.2024
CepTudikaT CTBOPEHO aBTOMATUUHO BaniA0BAHOK KOMN'IOTEPHOI Nporpamolo SAP. Cropinka: 3/3
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