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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUDUKAT KAYECTBA

CrpaHuua: 1/2

Kon No: 788925

JIOPUCTA®, TabneTku, NoKpbIThIE NNeHO4YHOI 06omoukol no 100 mr;
CTpaHa-npoussoauTens: CrnoseHus:;

1 TabneTtka, NnokpbITas NNEHOYHOR 0BONOYKOIA, cofepxunT 100 Mr nozapraHa
Kanus;

neKapcTeeHHan hopma: TabneTky, NOKPbIThIe NIEHOYHOH OBONOYKOIA;
pasmep n TMn ynakosku: no 10 TabneTok B Bnuctepe;

no 3 6nucTepa B KAPTOHHON kKopoBke

Cepua No: NJ2783 Pasmep cepun: 11.878 LUT
Hata npoussogctea: 05.2019 Hara okoHYaHuaA cpoka roaHocTn: 05.2024

PernctpaumonHoe ygoctosepenne Ne:
UA - UA/5516/01/04

HassaHve 1 agpec nponssoauTens OTBETCTBEHHOMO 33 BbIMycK | JlnleHsus Ha npoussoacTeo Ne:
cepuu; 800-13/2018-6

KPKA g.a., HoBo mecto
UImapbewka uecra 6

Hoso mecTo, 8501, CnoeHuna

HaseaHune nokazareneii Cneuundukayus PesynbTaThl aHanusos

Onucatnue Benble, oankHele, crerka fBosKoBbINYKILIE CooTBeTcTBYET
TabnerTku, NOKPLITHIE NAEHOUHONR 0BONOUKOI

OnHOPOAHOCTL AO3UPOBAHHEIX EAUHWL - OAHOPOAHOCTL COASPXAHMA  3HAYEHWe NoKkasaTens npuemnemocTy (AV) 6,6

nosapTraHa kanus COCTaBnAEeT He Honee 15,0.

Pacnagaemocts He Bonee 30 MuHyT B BOARE Npu 10-12
Temnepatype 37 °C +1 °C

WaenTudukauywa nosaprana - BOMX Bpems yaepxaHua nuka nosaptana Ha CooTseTcTBYET

XpoMmarorpamMme UCNLITYeMOro pacTeopa (SaS)
AOMKHO COOTBETCTBOBATE BPEMEHN YA EpPKaHUA
NUKa N03apTaHa Ha XPOMATOrpaMMe CTaHaapTHOro

pacteopa (SS).
ConyTeTeylowme npumecy - MHAUBUL YanbHble He 6onee 0,2 % <={(,05
ConyTeTaylowme npumecy - cymma npumecei He Gonee 1,0 % <=0,05
KonuyecreeHHoe cogepkaHnve nosaprada kanusa 95,0 - 105,0 % OT 3a8BNEHHOrO KONMYECTBa 100,3
PacreopeHue nosaprata kanus He meHee 75 % (Q) oT 3aaBneHHOro 83-98

KonudecTea B TeveHue 30 MuHyT
MukpoBuonoruueckas YucToTa - obLLUEE KONUYECTBO a3pobHbIxX He Bonee 10008 11 <10 *
DakTepwi
MukpoGronoruyeckas uncroTa - ObLee KONMYECTED He bonee 100B 1 r <10 *1
rpuBoB 1 apoxoxelt
MukpobGuonoruyeckas uncrota - Escherichia coli oTCcyTeTBYEeTB 11 CooTsercreyeT *

Cepus BuinyLLieHa B COOTBETCTBUN C AencTeyleit Bepcuein AHA UA/5516/01/04.

HacTosilyum noateepxaalo, 4TO BblLLENpUBEEHHAS WH(DOpMaLMs ABMSETC AOCTOBEPHOI U TouHO. [aHHas cepus
/
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IaHHbilh cepTudbukaTt anannsa umeet 3NEKTPOHHYIC NOANUCH,
CepTudukaT Co348H aBTOMaTUYECKN BanuAUPOBAHHOR KOMMNBIOTEPHOI Nporpammoil SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

CtpaHnuya: 2/2

Kog No: 788925

JIOPUCTA®, TabneTku, NoKpbITbIe NNEHO4MHON 060104KoiA no 100 Mr:
CTpaHa-nponssoauTens: CnoBeHUs;

1 TabreTka, noKkpbITas NneHouHo! 0BonouKoi, cogepxuT 100 Mr nosaprtaHa
Kanus;

nexkapcTeeHHas dopma: TabneTkun, NOKPLITLIE NNIEHOYHON 0BONOUKOI!
pasmep u Tun ynakosku: no 10 TabneTok B GnvcTtepe;

no 3 6nucTepa B KAPTOHHOW KOpoBke

Cepusi No: NJ2783 Pasmep cepumn: 11.878 LUT

[lata npoussoacrea: 05.2019 {lata okoH4YaHua cpoka rogHocTh: 05.2024
PernctpauvoHHoe ygoctoeeperue Ne:

UA - UA/5516/01/04

HaseaHue v agpec nponssoguTens OTBETCTBEHHOrO 3a BhINyck | JInLeH3us Ha nponasoacTeo Ne:
cepuu; 800-13/2018-6

KPKA g.1., Hoeo mecTo
Llimapbewka uecra 6

HeBo mecTo, 8501, CnoBenus

npoaykuuu Obina npousBefeHa  (BiTovas ynakoBKy/MapkupOBKy) W MPOLUMA KOHTPOMb Ka4YecTea Ha BbILLEYKa3aHHOM
y4acTke B nonHOM cooteeTcTeum ¢ TpebosaHusimu GMP, yCTaHOBNEHHLIMY MECTHbLIM PErynATOPHBIM OpPraHomM, a Taike B
COOTBETCTBAM CO  CneunpukaUmMel PErUCTPaUMOHHON [OKYMEHTALMK, YTBEPKIEHHON B YKkpavHe Ans  vccneayemoro
TIeKapCTBEHHOro CpeAcTBa.  [IpOTOKOMbI NPOMSBOACTBA, YNaKkoBKM U KOHTPONS  KauecTsa cepun npoBepeHbl U
COOTBETCTBYIOT TpeboaHuam GMP.

* TecT NPOBOAWTCS B COOTBETCTBUM C nporpammMoi (onucaHHon B AH/I)

Hata Bbinycka Ha pbiHOK: OrgeTcTEEHHOE NULO 32 Bhinyck N1C Ha PbIHOK
26.11.2019 Mf?a LWexuua
Yensgrca,

fovarno zdravil, d.d.,
OTAEN YMNPABNEHMAKAHESTBOM

KPKA, a.4., Hoeo mecTo
Llmapselka Lecra 6, 8501
CnoeeHus

flaHHbIi cepTudbukar ananusa umeet BANEKTPOHHYK NOANUCH.
CepTudbukar cosaaH asToMaTHYecKn BaNUAUPOBaHHON KOMNBIOTEPHOI Nporpammoii SAP.




JIEPYIIIKCIIYXXBA YKPATHI
HEPKABHA CJHYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKINA OBJIACTI

npocrnexT Banepis JlobaHoBcrkoro, 51, M. Kuig, 03110, Ten/(bagc. (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
PO SIKICTH BBE3€HOT0 B Y KpaiHy JiKapchbKoro 3acody

08.07.2020 Ne 31161/20/10

JIOPICTA®

(HaiiMeHyBaHHs TiKapCbKOro 3ac00y 3riIHO 3 PEECTPAIIHHMM MIOCBIMYEHHM)
Ta6/IeTKH, BKPUTI NIiBKOBOIO 000.108K010, 10 100 Mr 1o 10 Tadierox y Guicrepi; mo 3
6JicTepH B KAPTOHHIH Kopo6ii |

(dopma BHILyCKy, 103YBaHH:, BHJI NAKyBaHHs 1iKapChkoro 3acody)

HoMep peectpaniitaoro nocsimuenns UA/S5516/01/04 crpox xii peectpauitinoro IiOCBinquHx 01.01.2099

Cepis nikapcekoro 3acoby Ne NJ2783 Kinekicts BBE3€HOrO niKapcsfcoro 3acoby 720
BupoGrux KPKA, n.1., Hoso mecto, CioBeHis
(HaitMeHyBaHHs BUPOOHHKA JTiKApCBKOro 3aco§y, KpaiHa NOXOIKEHHS)
BBe3seno B YkpaiHy Cuinbue yKpaiHChbKO0-eCTOHChKE MXIpUEMCTBO Y (opmi ToBapHCTBA
3 00MEIKeHO00 BiAIOBiRALHICTIO "OnTlma-(I)apM, JIT/", inenr. xon:
21642228

(nalivenysanHs Ta ko 3a €IPTIOY ropunuanoi ocoOn a60 npi3BuINE, iM's, Mo 6aTbKOBI QiswaHOT
0co6u - mixmpreMLL, il Miciie NPOXKMBAHHA Ta PEECTPaALiliHuK HOMeP 00NiKOBOT KAPTKY [UIATHHKA
nopatkie abo cepis Ta HoMep r’IacnopTa)

Iporoxon eisyaasroro xoutposo eix 01.07.2020 Ne 1988/9.

3a pesyJbTaTaMH JEep)KaBHOTO KOHTPOJNIO BCTAHOBNEHO, IO Jikapchkuii & 3aci6 BBeseHO B VkpalHy 3
JAOTPHMAHHSEM:~ BTMOT 3aKOHOIIaBCTBa oo 3a0e3nedeHHs AKOCTi JikapCchKuX 3aco0iB.

Outexciit COJIOJIPAM

\J"({nizxmc) 5 (imiuiany Ta npizeume)




(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUO®UKAT KAYECTBA

Rara: 14.01.2021
CtpaHuua: 1/2

Kog Ne: 7E0315

NOPUCTA®, Tabnetku, nokpbITbie nneHouHoi obonoykoit no 100 mr Ne 30 (10x3) B GnucTepax;
cTpaHa-nponssoauTens: Crosexus;

1 TabneTka, nokpeITas NneHo4Hoih o6ono4koit, cogepxut 100 Mr Nno3apTaHa kanus;
nekapcTeeHHaa chopma: TabneTku, NOKPbLITbIE NNEHOUHOR 060NOYKON; _

pasmep v TMn ynakosku: no 10 Tabnetok B 6nucrtepe; no 3 6nuctepa B KapTOHHOW KOpoGke

Cepus: NK3691 Pasmep cepuun: 22.700 LUT

[ara Bupobhuyrea: 01.2020 [aTta okoH4aHus cpoka rogHocTu: 01.2025
PeructpauunonHoe ygoctoseperune Ne:

UA - UA/5516/01/04

Hassanue n agpec nponssoauTens oTBETCTBEHHOTO 3a Bbinyck | JIuLeHsmnsa Ha nponsesoacTso Ne:
cepuu; 800-13/2018-6

KPKA a.a., HoBo mecto
lmapbewka uecra 6

HoBo mecro, 8501, CnoBeHust

HassaHue nokasarenei Cneuudukauus PesynbTaThl aHannsos

Onucanue Benble, oBanbHble, crierka ABOSKOBLINyKble CooTteeTcTBYET
TabneTkn, NoKpbITLIE NNEHOUYHOW 060N104KOM

OAHOPOAHOCTb A03UPOBAHHBIX €ANHNLL - OAHOPOAHOCTb COAEPXAHUA  3HauYeHWe nokasatens npuneMnemocTu (AV) 3,3

nosapTtaHa Kanus coctasnseT He 6onee 15,0.

PacnapaemocTb He 6onee 30 MuHYT B Boae npun 9-15
Temnepatype 37 °C 1 °C

WaeHtndmkauma nosapraHa - BOXX Bpems yaepxaHua nuka noszapTtasa Ha CooteeTcTBYET

XpomaTorpamme UCnbITyeMoro pacTeopa (SaS)
AOIMKHO COOTBETCTBOBATL BPEMEHW YAEPKAHUA
NKa no3apTaHa Ha XxpoMaTorpamme CTaHAapTHOTO
pactBopa (SS).

ConyTcTsyiowMe NpUMecH - UHAMBUAYaNbHbIE He 6onee 0,2 % <=0,05
ConyTcTByioLMe NPUMECH - CyMMa NpUMecen He 6onee 1,0 % <= 0,05
KonuuecTseHHoe coaepxaHue nosapTaHa kanua 95,0 - 105,0 % OT 3a8BNEHHOro KonuyecTea 101,9
PacTeopenve nosaptaHa kanua He meHee 75 % (Q) oT 3anBneHHoro 90 -100

KOnM4ecTsa B TedeHue 30 MuHyT
MukpoGuonornyeckas uncrtota — ObLuee KonNM4ecTso aspobHbIX He Gonee 1000B 1T <10 *1
6akTepuin
Mukpo6uonoruueckas uncrota - obuiee KONUHECTBO rpuBOB He 6onee 100811 <10 *1
ApONOKen
MukpoGuonoruueckas uucToTa - Escherichia coli OTCYTCTBYETB 1T CooTBeTCTRYET *1

*1 TeCT NPOBOAMTCA B COOTBETCTBUM C Nporpammon (onucanHown s AHJ)

HacToswmm noaTeepxaalo, 4To BbieNpUBEAEHHAn MHKOPMaLVMA ABNAETCA AOCTOBEPHOW W TOUHOW. [aHHas cepvs
NpoAykuun Bbina npousBeaeHa (BKMoYas yNakoBKy/MapkUpOBKY) W NpOLUNa KOHTPOMb KaYeCTBa HA BbiLLEYKAa3aHHOM
y4acTke B NMOSIHOM COOTBETCTBUM C TpeGoBaHuaMU GMP, yCTaHOBNEHHLIMW MECTHBIM PErynsTOPHLIM OPraHoM, a TaKoke

OaHHbIn cepTUgmMKaT KauecTBa MMeeT ANEKTPOHHYI0 NOANMUCD.
CepTucukar cospaH aBTOMaTU4ECKN BaNWANMPOBAHHON KOMILIOTEPHO NporpaMmoi SAP,

A ome 227 éf Leo1Ropy (T




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fara: 14.01.2021
CrtpaHnuua: 2/2

Kop Ne: 7E0315

NOPUCTA®, TabneTkn, nokpbiTbie NneHo4Hoi o6onoykoit no 100 Mr Ne 30 (10x3) B 6nucTepax;
CTpaHa-nponssoauTenb: CnoBeHus;

1 TabneTka, nokpbITas NneHo4Hon obonoukon, coaepxuT 100 Mr nosapTaHa Kanws;
nekapcTBeHHasn dopma: TabneTkn, NOKpbITbIE NNEHOYHOK 060NOYKON;

pasmep v TUn ynakoBku: no 10 TabneTok B 6nucrepe; no 3 6nuctepa B KApTOHHOW KOpoBke

Cepusi: NK3691 Pa3mep cepun: 22.700 WUT
[Hata BupobHuyrtea: 01.2020 [ara okoH4aHus cpoka rogHocTh: 01.2025

PervuctpauvonHoe ygoctoBepenne Ne:
UA - UA/5516/01/04

Haseahue v agpec npoussoanTens oTBETCTBEHHOTO 3a BbINYCK | JIMLEH3NA Ha Npou3BoACTBO Ne:
cepuu: 800-13/2018-6

KPKA pn.a., HoBo mecro
lLimapbeluka Hecra 6

HoBso mecTo, 8501, CnoBeHus

B COOTBETCTBMM CO cneuudukauneil perncTpaumMoHHoi AOKYMEHTaLUN, YTBEPXAEHHON B YKpauHe Ans uccnegyemoro
nekapCTBEHHOrO CpeAcTBa.  [1poToKonbl NPOW3BOACTBA, YNAKOBKM W KOHTPONA  KayecTBa Cepuu nposepeHbl U
COOTBETCTBYIOT Tpebosanuam GMP.

Cepus BbinyLeHa B COOTBETCTBUM C AeiicTBYIowWeN Bepcuei AHL UA/5516/01/04.

[ara Beinycka Ha pbIHOK: OTBeTCTBEHHOE NULO 32 Bbinyck JIC Ha pLIHOK
08.12.2020 Anapes Cennya
YNPABNEHUE KAYECTBOM

KPKA, a.a., HoBo mecTo
Lmapbelika uecTa 6, 8501
CnoBeHus

HAaHHbIn cepTUdMKaT KauecTBa UMEET ANEKTPOHHYIO MOANUCH.
CepTudukat cospaH asToMaTuecku BanMAPOBaKHOM KOMMNLIOTEPHOI NporpaMmois SAP.




HEPXJIIKCITYXXBA
HAEPJKABHA CJIYXKFBA 3 JIIKAPCI)KI{!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocriext Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €PIIOY 37078774

BACHOBOK
Mpo AKIiCTh BBe3eHOro B YKpainy JikapchKoro 3aco0y

02.02.2021 Ne 2431/21/10

JOPICTA®

(HaliMeHyBaHHs NKapCHKOro 3aco6y 3riaHO 3 PEECTpallifiHiM NOCBiXYEHHAM)
Ta0J/IeTKH, BKPHTI ILTIBKOBOXO o6oJ10HK010, 10 100 Mr, 1o 10 TabaeToK y Oaicrepi; mo 3
Osticrepn B KapTOHHii KopoGui

(dbopma BuIycky, 103yBaHHs, BUA TaKyBaHH3 JIIKapChKOTo 3acofy)

Homep peectpaniitroro nocsixaenns UA/5516/01/04 crpox nii peectpauniiinoro nocsimuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne NK3691 KinbkicTs BBE3€HOTO Nikapcskoro 3aco6y 1000
Bupo6auk KPKA, n.1., HoBo Mecto, ClioBeris
(HaliMeHyBaHHs BUPOGHHKA MIKAPCHKOrO 3aco0y, KpaiHa MOXOKEHHS)
BaeseHo B Vkpainy ChinbHe ykpaiHCLKO0-eCTOHChKE HixnpueMcTBO y (hopmi ToBapHCcTBa
3 00MesKkeHOI0 BiqnmoBixaxbpHicTIO "Onrrima-®apm, JITH", inenr. xox:
21642228

(nalimenyBanHs Ta kox 3a €JIPIIOY IOPUIHYHOL 0C06u 260 mpisBuine, iM's, 110 6aTHKOBI bizuunoi
ocoGu - mianpuemus, i Micue npoxupanms Ta peecTpauiiumii HoMep 061iK0BOI KAPTKM MIATHUKA
nozatkis abo cepis Ta HoMep Nacnopra)

Mporokon BisyansHoro kontpomo Bix 26.01.2021 Ne 0157/32.

3a  pesymbTaTaMM JepXKaBHOTO KOHTpOMIO BCTAHOBJIEHO, IO JKapchkMit 3aci6 BBe3eHo B Vkpainy 3
AOTPHMAHHAM BHMOT 32KOHOJABCTBA OO 3363 MeTEHHS 5 QCTi JTiKapChKHX 3ac06iB.
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CEPTUDIKAT AKOCTI

(T4 KRKN

KPKA g.4., Hoso mecro

fara: 03.05.2022
CropiHka: 1/2

Kog Ne: 7F0803

JIOPICTA®, TabreTku, BKpUTI NNiBKOBOIO 060JI0HKO0, no 100 mMr Ne 30
KpaiHa-BuUpoOHUK: CrioBeHisn
1 TabneTKa, BKPUTA NIiBKOBOIO 0GOJIOHKOLO, MiCTUTL 100 Mr flozapTaHy Kaniio
nikapcbka dopma: TabrieTkn, BKpUTI MNiBKOBOK 0GONOHKOO
po3mMip i Tun nakysaHHs: no 10 TabneTok y Gnictepi; no 3 GnicTepy y KapTOHHIN Kopo6Ui

Cepis: NL.56442

Poswmip cepii: 7.515 LUT

[Hara supobHuurea: 01.2022

[Harta 3akinyeHHs Tepminy npugatHocTi: 01.2027

UA - UA/5516/01/04

Peectpauiiine nocsigyerHs Ne:

KPKA a.m., HoBo mecto
lUmap’emka uecra 6

Haspa i agpeca BupobHMKa, BiANOBiAaNLHOIO 3a BUMYyCK cepil:

Hoso mecTto, 8501, CnoBeHia

JliueHsist Ha BupobHMLTBO Ne:
800-13/2018-6

Escherichia coli

Mp.* = MNpumiTka

*1 BunpobyBaHHA NPOBOAUTLCA BiNOBIAHO A0 nporpamu (onucata B MKA)

Hassa nokaaHukis Cneumcbikauis PesynsTaty BUunpobysarb Mp.*
Onuc Bini, ogankHi, Aeuwlo goonykri TabneTku, BrpUT Bianosigae -
nniBkoBOK 060NOHKO
Posnagants He Binbe 30 xsunuH v 8ol npu Tem.37°C+1°C 10-16 -
OAHOPIAHICTL 4030BAHUX He Ginbwe 15,0 2,2 -
OANHULb — OfHOPIZHICTS
BMICTY NO3apTaHy Kanito:
3HaueHHs npuiiManbHoro
yucna (AV) )
CynyTHi gomituku — oanHuudl | He 6inewe 0,2 % <= (,05 -
CynyTHi goMiLuku — cyma He Ginswe 1,0 % <= (0,05 -
LOMILUOK
|aenTuchikauia nosapraHy — Yac yTpumyBaHHA Niky f103apTady Ha xpomarorpami Binnosinae -
BEPX posuuHy spazka (SaS) mae Bignosiaatv yacy
YyTPUMYBaHHS Niky f03apTaHy Ha xpomarorpami
po3ynHY cTanaapTy (SS)
Kinbkichuis Bmict nozaprady | 95,0 - 105,0 % Big, 3a3HaqeHOT KinbKoCTi 102,4 -
Kanio .
PoaunHeHHst 51o3apTaly kanito | He mexiue 80 %sig 3asH.kin.npotarom 30xsun. 88-100 -
75%(Q)
MikpoGionoriyra sKicTs — He Ginbwe 1000 KYOB 1T - *q
BaranbHa Kinbkictk aepoBHux
mikpoopraniamis (TAMC)
MikpoGionoriysa aKicTb = He Ginbwe 100 KYO R 11 - *1
3aranbHa KirlbKicThb
APDKANOBUX Ta NuTiceHeBnX
rpubis (TYMC) )
MikpoBionoriuna akictb - BincytHis 11 - *

[anuii cepTudbikar akocTi Mae enekTPoHHWIA nignuc.

CepTudhikaT CTBOPEHO aBTOMATUUHO BArIiA0BAHOI0 KOMM'IOTEPHOIO Nporpamoio SAP.




(T4 KRKA

KPKA p.5., HoBo mecto

CEPTU®IKAT AKOCTI

Oara: 03.05.2022
Cropitka: 2/2

Kog Ne: 7F0803

TNOPICTA®, TabneTku, BKPUTI NNiBKOBOIO 060s0HKOH0, o 100 mr Ne 30
KpaiHa-BupobHuk: CrioBeHis

1 rabreTka, BKpUTa MiTiBKOBOI 060ONOHKOK, MicTUTh 100 Mr nosapTtaHy Karnito
nikapcbka hopma: TabneTku, BKPUTI NMIBKOBOIO 0GOJIOHKOIO

po3Mip i TMN nakyBaHHaA: no 10 TabneTok y Gnicrepi; no 3 GnicTepu y KapToHHi#h kopobui

Cepis: NL5442 Poamip cepil: 7.515 WUT
[ata BupobHuurea: 01.2022 [aTa 3akiH4eHHs TepmiHy npugatHocTi: 01.2027

PeecrpaljiiiHe noceigveHHs Ne:
UA - UA/5516/01/04

Hasea i agpeca Bupo6HuKa, BignosigansHoro aa sunyck cepii: | JlileHsia Ha BupoBHuLTBO Ne:
KPKA a.4., HoBo mecto 800-13/2018-6

lmap’entka yecrta 6

HoBo mecTto, 8501, CrnogeHis

Livm nigreepmkyto, Wo BulleHaBefeHa iHdopmalyis € AoCTOBIPHOW Ta TouHoW. [aHa cepis npoaykuii Gyna supobneHa
(BKIIOMAIOYN NaKyBaHHA/MapKyBaHHs) | NpoiiLLINa KOHTPOSb AKOCTI Ha BULLEBKa3aHin AiNbHULI B NOBHIA BiANOBIAHOCTI i3
Bumoramu GMP, BCTaHOBNEHUMW MICLIEBUM PEryNSTOPHUM OpraHomM, a Takox Y BignosigHocTi fo cneuudikaLii
peecTpalliiHoi  fokymeHTauil, 3atBepipkeHol B Ykpalhi Ans gocnigkysaHoro nikapcbkoro 3acofy. [MpoTtokonu
BUPOBHULITBA, NakyBaHHA | KOHTponA sKkocTi nepesipeHi i BignosigaoTsb Bumoram GMP.

Cepisa BunyLleHa y signosigHocTi i3 girovoto Bepcieto MKA UAIS516/01/04,

[lata Bunycky Ha puHoK: Ocoba, signosipankHa 3a sunyck J13 Ha puHok
22.02.2022 Maiiga Leniya
v
{72 KRI\ Yoo~
KRKA,
tovarna zdravil, & = YNPABNIHHA AKICTIO
Novo mest¢ KPKA, 8.4., HoBo mecTo
4 Lmap'e wika vecra 6, 8501
Cnosetis

/ga%,//z/% O O8> 2o 27 4,6%@? |

Oanuit cepTudbikart SKoCTi Mae enekTpoHHUA nignuc.
CepTudikar CTBOPEHO BBTOMATUMHO BaJTi0BAHOI0 KOMN'IOTEPHOIO nporpamoto SAP.



(L4 KRKN

CEPTUDIKAT AKOCTI KPKA A.4., HoBO MecTo
Jara: 14.06.2022
CropiHka: 2/2

Koa Ne: 7F0803

NOPICTA®, Tabnerku, BKpUTi NNiBKOBOK 060M0OHKOD, No 100 mr Ne 30
KpaiHa-BeMpoOHuMK: CnoBeHisa

1 rabneTka, BKpMTa NNiBKOBOIO OGONOHKOIO, MiCTUTL 100 Mr nosapTaHy Kaniio
nikapcbka cpopma: TabneTku, BKpUTi nNiBKOBOIO 0G0NOHKOKD

po3amip i TMN nakyraHHA: no 10 Tabnerok y 6nicrepi; no 3 Gnicrepu y KapTOHHIA kopoOUi

Cepis: NL6897 Poawmip cepil: 27.917 WUT

Dara eupobHuyrea: 03.2022 Jara 3akiH4yeHHs1 TepMiHy npyaartHocTi: 03.2027
PeecrtpauiiiHe noceigyeHHA Ne:

UA - UA/5516/01/04

Hasga i anpeca supobHuka, BignosinansHOro 3a Bunyck cepii: | JliueHsis Ha BUpOGHULUTBO Ne:
KPKA a.n., Horo mecrto 800-13/2018-6

Llimap’ewika wecta 6

Hoeo mecTo, 8501, CnoBeHin

Livm niaTBepmKylo, WO BULLIEHaBeAeHa iH(bOpMaLlis € AOCTOBIPHOIO Ta TOMHOW. [laHa cepis npoaykuil 6yna supobnexa
(BxniovalouM nakyBaHHsA/MapKyBaHHA) | NPOMLLINA KOHTPOMb AKOCTI Ha BULLIEBKa3aHii AiNbHULI B NOBHI BignosigHoOCTI i3
BumMoramu GMP, BCTaHOBNEHWUMM MICLEBMM pErynsaTOpHUM OpraHoM, a TakoX Yy BignoeigHocti Ao cneuudikaulir
peecTpauiiiHol AoKymeHTauil, 3aTeepfkeHoT B YkpaiHi Ans pocnigkyeaHoro nikapcbkoro 3acofy. [lpoTtokonu
BUPOOHMLITBA, NaKyBaHHSA | KOHTPONA SKOCTI nepegipeHi i BignosigaoTs BuMmoram GMP.

Cepin BUNyLieHa y BiANOBIAHOCTI i3 Ailouoto Bepcielo MKA UA/5516/01/04.

[Nata BUNYCKy Ha PUHOK: Ocoba, signosigansHa 3a sunyck f13 Ha pUHOK
20.04.2022 Maiiga LlleHiua
ot
Yem o~

YMNPABNIHHA AKICTHO
KPKA, o.a0., Hoso mecto
limap’e wka uecra 6, 8501
CnoeeHia

Nanwia ceprudhikat AKOCTI MAE ENEeKTPOHHMIA Nianue.
CepruhikaT CTBOPEHO ABTOMATUYHO BanifAOBaHOKD KOMITIOTEPHOIO Nporpamoio SAP.
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CEPTU®DIKAT AKOCTI KPKA A, Hodo MecTa
[ara: 14.06.2022
CropiHka: 1/2

Kop Ne: 7F0803

NOPICTA®, Tabnerkun, BKpUTi NNiBKOBOK 060NM0OHKOD, No 100 mr Ne 30

KpaiHa-BeMpoOHuMK: CnoBeHisa

1 rabneTka, BKpMTa NNiBKOBOIO OGONOHKOIO, MiCTUTL 100 Mr nosapTaHy Kaniio

nikapcbka chopma: TabneTku, BKpUTi NNiBKOBOIO 0G0NOHKOKD

poamip i TMN nakyraHHA: no 10 Tabnerok y 6nicrepi; no 3 Gnicrepu y KapToHHIA kopobLi

Cepis: NL6897 Poawmip cepil: 27.917 WUT

Dara eupobHuyrea: 03.2022 Jara 3akiHJyeHHs1 TepMiHy npuaaTHocTi: 03.2027

PeecrtpauiiiHe noceigyeHHA Ne:
UA - UA/5516/01/04

Hasga i anpeca supobHuka, BignosiaansHOro 3a BUNyck cepii: | JliueHsis Ha BUpOGHMLTBO Ne:
KPKA a.n., Horo mecto 800-13/2018-6

Llimap’ewika wecta 6

Hoeo mecTo, 8501, CnoseHxin

Hasea nokasHuKiB Cneundikauin Peaynbrati BunpobysaHb Np.*
Onuc Bini, oBankHi, Aewo Asoonykni TabneTky, BKPUTI Bignoeinae -
nNiekoBoK 060NOHKOK
PosnanaHHs He Ginbwe 30 xsunuH y Boai npu Temnepartypi 37 °C + | 10 -11 -
1°C
OaHopigHICTL A030BaHNX 3HaveHHs npuiiManeHoro yucna (AV) cknapgae He 1,8 -
OgMHMUbL — OQHOPIAHICTL Ginbwe 15,0
BMICTY NO3apTaHy Karnio
CynyTHi gomilkm —oauHuyHi | He Ginbwe 0,2 % <= 0,05 -
CynyTHi OMILLKKM — cyma He Ginbuwe 1,0 % <=0,05 -
AOMILLOK
lpeHnTudbikauin no3apTaHy — Yac yTpuMyBaHHSA Niky NosapTaHy Ha XpoMaTorpami Bignosinae -
BEPX poayuHy 3paska (SaS) mae signosinarun vacy
YTPUMYBaHHA NiKy no3apraHy Ha XxpoMarorpami
po3uMHy cTaHaapty (SS)
KinbkicHuid BMIGT nosaprany | 95,0 - 105,0 % sin 3asHaueHol KinbKoCTi 102,5 =
Kanio
PozuuHerHs nozaprany kani | He mexwe 75 % (Q) Big sasnaueHol kinbkocri 91-98 -
nporarom 30 xBunuH
MikpobionoriuHa aKicTL — He Ginbwe 1000 KYOB 11 - *
3aranbHa KineKiCTL aepobHux
mikpoopraHiamie (TAMC)
MikpoGionoriuna AKkicTL — He Binbwe 100 KYOB 1T - *4
3aransHa KinbKiCTL
OPDKIDKOBUX Ta NNICEHEBMX
rpuGie (TYMC)
MikpobionoriuHa aKicTs - BigcytHis 1 r - *q
Escherichia coli — "
Mp.* = Npumitka F Nl

*1 BunpobyBaHHA NPOBOAKTLCA BIANOBIAHO A0 Nporpamu (onucaxa B8 MKA)

Nannia ceprudhikat AKOCTI MAE ENeKTPOHHWIA NiaNue.
CepTudhikaT CTBOPEHO ABTOMATUYHO BanifOBaHOK KOMITIOTEPHOIO Nporpamoio SAP.



JIEPXJIIKCITYKBA
JIEPXKABHA CJIYJKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JHITPONIETPOBCBHKIN OBJIACTI

Juinpo, mi.Co6opa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €/IPIIOY 37070665

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JiKapchbKoro 3acody

25.06.2022 : Ne 23587/22/04

JIOPICTA®

(nafimenyBanus nikapcLKoro 3acody 3rifino 3 peecTpauifinuM nocBiIHeHHAM)
TabJ1eTKH, BKPHTI IVIIBKOBOIO 06010HK010, 110 100 Mr, o 10 Tabuerox y 6icrepi; mo 3
OJricrepu B KapTOHHII Kopobui

(thopma BHITyCKY, 103YBaHHA, BUI NaKyBaHHA Jikapchkoro 3acoly)

Homep peectpauitinoro nocsinuenns UA/5516/01/04 crpox aii peecrpaniiinoro nocsinuenns 01.01.2099

Cepist nikapcskoro 3acoby Ne NL6897 KinbkicTs BBe3eHOro sikapeskoro sacody 717
Bupobuuk KPKA, n.n., Hopo mecto, CroBenis
(uaiivenysanns BUpoOHHUKa JliKapcbKoro 3acoly, KpaiHa MOX0UKeHHS)
Bee3seHo B YkpaiHy ToBapucTBO 3 00MesKkeH010 BiinopinaabuicTio "Benta JIT/T'", inenr.
kon: 21947206

(HaiiMeHypaHHsa Ta koA 3a CJIPTIOY opuauyHoi ocodu abo npizsuiie, iM'a, no daTekoBi (izHunOT
0COOH = nijmpuemid, i MicLie NPOXKHBAHHA Ta peecTpauliinui HoMep 00IKOBOT KAPTKH MIATHHKA
nozartkis abo cepis Ta HOMEp nacnopra)

Iporokoa BisyansHoro koutpoio sin 24.06.2022 N 07-01/1079/17.

3a pesyibTartaMH  JIEPXKABHONO KOHTPOJKO BCTAHOBJIEHO, 110 Jikapcbkui 3aci® BeeseHo B VYkpaiHy 3
AOTPHMAHHSIM BHMOT 3aKOHOIABCTBA 111010 3a0e3ne4eHHs AKOCTI JliKapecbKuX 3aco0iB.

Havansauk Jlepyxkapuoi cinyxou 3
NKapchKUX 3ac00iB Ta KOHTPOJIIO 3a
HApKOTHKAMH Y ,[[HmponeTpOBCme
obnacri &% .

Onis OBUHAPEHKO

Buwinskosa Kapina +38(006)345-41-71
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