(4 KRKA

KPKA, o. a., Hoso mecTo
CEPTU®IKAT SIKOCTI IPABTIHHA AKICTIO

Llmapewsxa uecra 6

8501 HoBo mecTo

CnoReHis

Ten.: +386 7 3312 111

En. nowva: info@krka.biz

Kog Ne: 7H2944

Pokcepa®, TaGneTkn, BKpUTI nniBkeBo0 o6onorKor, no 10 mMr Ne 30

Kpaika-BUpoBHUK: Cnorenin

1 Tabnetka, BKpUTa NNIBKOBOIO OBONOHKON), MICTUTL po3yBacTaTUHY {y BRUrNAAI KankUilo posyBacTaTuHy} 10 mr
nikapceka opMa: TabneTkH, BKPUTI NNIBKOBOH 0GONOHKOW

pozMip i TMn naxkyBaHHA: No 10 TaGneTok y Gnicrepi, no 3 GnicTepy y KapTOHHIN Kopo&ui

Homep cepii: DE1107

lara pupobruutsa; 04.2024 |J2lara 3aKiHHeHHs TepMiHY npuaatHocti: 04.2027

Peectpauiiie rnoceinydeqHs Ne:
UA - UA/M11743/01/02

Hasga i agpeca eupobHuka, signosiganeHoro aa sunyck cepii: | JliueHsis Ha BUPpOGHULTBO No;
KPKA a.a., Hoso mecto 800-13/2018-6

LWmap'ewka necra 6

Hoeo mecto, 8501, CnoseHin

Poamip cepii: 22.838 LUT

Lium ninTeepmkyto, Wo BuleHaBEAeHa iHPOPMALIA € JOCTOBIPHOIO Ta TouHow. dana cepis npoaykuii byna supobnena
(BKITHOMAKOYM NakyBaHHA/MaPKYBAHHA) | Npoiitna KOHTPOMb AKOCTI Ha BULLEBKA3AHI AiNbHULI B NOBHIA BignosigHOCTI i3
BuMOramn GMP, BCTAHOBMEHWMW MICLIEBUM DerynaTopHUM opraHomM, a Takox y BignoeigHocTi fpo cneuudikauii
peecTpauiitiol  gokymeHnTauii, 3aTeepmkeHol B Ykpaidi gna  aocnigxysaHoro nikapcekoro  3acoby. [poTokonu
BUPOBHUUTEA, NakyBaHHA | KOHTPONS AKOCTI NepesipeHi | sianosinalTe BUMoram GMP,

Cepia sunylena y BianosigHocTi i3 irovcto Bepcicio MKA UA/M1743/01/02.

[lata BUNYCKY Ha PUHOK: Ocoba, signosigantHa 3a sunyck N3 Ha PUHOK
14.06.2024 Tauna OpHosliek
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AaHuii cepTudikaT AKOCTI MaE BNeKTPOHHMIA NIANUC. Hara gpyky ceptuchikaty: 27.06.2024
CepTudhikaT cTBOpeHO aBTOMaTUYHO BAMIAOBAHO0 KOMI'IOTEPHOK nporpamMole SAP. CropiHka: 1/2




CEPTUDIKAT AKOCTI

(L4 KRKA

KPKA, a. a., Hoso MecTo
YNPABNIHHA AKICTHO
Wmap'elxa uecra &
8501 HoBo mecto
CnoseHis

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

Kon Ne: 7TH2944
Pokcepa®, TabneTku, BKpuTi nniekosow o6onoHKo, no 10 mr Ne 30
Kpalta-BupoGHUK: CnoseHin
1 Tabnetka, BkpuTa NNBKOBOIO 0GOMOHKO0, MICTUTEL PO3yBacTaTUHY (Y BUrNALi Kanblio posyBacTaThHy) 10 Mr
nikapcuKa hopma: TabneTku, BKPUTI NNiBKOBOK 0GONOHKOH
poamip i Tun nakysaxHA: no 10 TaGneTok y 6nicTepi, Mo 3 6ricTepu y KapTOHHIA KOpPOBLL
Homep cepii: DE1147
[arta BupobHuuTea: 04.2024 |£I,aTa 3aKiHMeHHA TepMiHy npuaaTHocTi: 04.2027
Hasea nokasHukie Cneuucpikauisa PesynbTati BUNpobyeaHs Mp.*
Onue TabneTku 6inoro koALOPY, KPYrAi, Kewo ABQONYKNI, Biancaigae -
BKPWTI MNiBKOBOIG 0BQMOHKOK, TaBNETKU 30 CKOWeHUMK
Kpaamu Ta 3 rpaeipyeaHHam 10 3 oaHoro Boxy.
OnHopigHicTs foaoBaHuX 3HaueHHA NpuiManeHero yuena (AV) ckiagae He 55 -
OHUHULE - OAHCPIOHICTL Binkwe 15,0
BMICTY pO3YBacTaTUHY
CynyTHE poMim — aoMiwxa | Me Binble 0,8 % <=0,10 -
TP13
CynyTHi AoMmiluky — gemilka | He Binelwe 0,3 % <=0,10 -
RSL
CynyTHi ACMILLKK — THL] He 6inbwe 0,2 % <=0,10 -
OAVHUYHI
CynyTHi goMiui — saransHa | He 6inswe 1,0 % <= 0,10 -
KINBKICTE
3anuwKoBi POIYUHHIKM — He 6inbwe 5000 ppm 933 -
i30MpoNiNOBWA cNUpT
3anuWKeBi PO3HUHHUKMA — He 6inbwe 5000 ppm <= 500 -
aueToH
IneHTudhikavis posyBacTaTUHy | Yac yrpumyBaHHs NiKy po3yBacTaTuHy Ha Biancsipae -
—-BEPX Xpomatorpami poaviry apaska {SaS) mae signosigati
Hacy YTPUMYBaHHS MKy po3yBacTaTUHy Ha
XpomMaTorpami posduHy craHaapty (S38)
IneHTUchikauin posysactaTuHy | MnAMa Ha xpomartorpami poaunHy 3paska (Sas) Mae - *1
—TLWX aianoigaTty 3a sHaveHHAM Rf Ta konkopom nnsami Ha
XpoMaTorpami possvHy cranaapry (SS)
lnenTudikadia TiO: Po3suuH y Turni HaByeae )oBTaro safapsnexHs Bignosinae *1
Kinbkichuid BmicT 95,0 - 105,0 % Bin 3a3vaveHol kinbkocTi 97,4 -
PO3yBaCTaTURY
Po24rHeHHs posyBacTatury | Yepes 45 XBUNWH Mae PO3UMHATUCS He MeHwe 75 % 98 -102 =
{Q) Big 3a3HAYEHAI KINLKOCTI
MikpobionoriyHa akicTs — He Ginbwe 1000 KYO B 11 - *2
3arancHa KinskicTs aepobhux
Mikpoopradisamis (TAMC)
MikpoBionoriyHa akicTs — He 6inswe 100 KYO B 11 2 *2
3araneHa KinbkicTh
APKAKOBUX T NMNICEHEBUX
rpubie {TYMC)
MixpobicnorivHa sKkicTb - BincytHig 1T - *2
Escherichia coli

Mp.* = MNpumiTka

*1 He pyTunHWi MeTon. BunpoBysaxns nposoanTbes 1 pas Ha pik.
2 BUNpoBYBaHHSA NPOBOAWTLCA BIANGBIAHO A0 NPOFPaMU (ommcana B MKA)

Aanuil cepTudikaT sixocTi Mae enekTpoHHWIA Nignue.
CepTrdikar cTBopeHo aRTOMAaTUYHO BANIJOBAHOK KOMMHOTERHOK NPOrpamMolo SAP.

DNata apyky cepTuchikary: 27.06.2024
Cropivka: 2/2




JIEPY)KABHA CJIYKBA 3 JIIKAPCbKHX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUW y m. KHEBI

npos. Haaii Ceitanunor, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiviadls.cov.ua. Koa CJIPTIOY 37079055

BUCHOBOK

PO SAKICTH BBE3CHOr0 B YKPATHY JiKapchKoIo 3acody

11.07.2024 Ne 35647/24/26

POKCEPA®R
(HaiiMeny Bl JIRAPCLROFO 33C00Y 31LHO 3 PCCCTPALLITIHHM [OCBLIHCHIIHA)
Ta0IeTKH, BRPHTI ILIBKOBOIO 000/10HK010, 110 10 M1, 10 10 1adaerok y o.aicrepi; no 3
fJicTepH Y KapToHHiiT KopooIi

((POPME BHIINCRY . TO3Y BIHHAL B L RIS BAHHA TKUPCHEOIO 3aC00) )
- | A f Gk : = e e
Homep peectpaitiinoro nocsintennsa LA/ 1743/01/02 ¢rpox aif pecerpaniiinoro noesinuenys HCOOMEKCHHIH
Cepis nikapeskoro sacody No DE1107 KinbKiCTh BBE3CHOTO dikapehkoro sacody 240

BupodHnk KPKA. ;1.;1.. Hoo mecto. CriopeHis

{HAHMEH Y BUHHA BHPOOHMKL JIRAPCLEOTO JACO0N - KPHTHD TONQURCHTH )

Beescto B Vkpai) ChijibHe YRPATHCHK0-€CTOHChRE HTIPHEMCTBO ¥ Gopmi ToBapHCIBa

3 oDMekeHo10 Bianosiaabuictio "Onrima-®apwm, JTL", izenr. woi:
21642228 ;

(Haiiveny Banpg ko 30 EJIPTION [opiaHoi ocoG ado npissiiie. IN'AL 110 OUELRORT (g

OCOOH ~ TP T MICIE PO HMBATINH 1 PECCT PRl HOMCD 00 TROBOT KA R LR HHED

HOLNT R A00 Cepist 18 HOMED TcHop )

[poTokoa Bisyanbuoro konrpoaio six 11.07.2024 No 2317/35.

3a  pesyabTaTaMi  AEPKABHOIO  KOHTPOAIO  BCTAHOBICHO. 110 JHKAPCHKHI  3aCi0 HBCICHO B Vkpaii

JAOTPHMAHHAM BHMOT 3aKOHOIARCTH 1HOL0 1a0e3 e CHIA AKOCT] JITKAPChRIG3ACO0IR.

HavaiibHHEK

Mukosa XOJUOJEHKO

ACPAABIOLO FOHTPO 0 ) (110 1) (LTI T2 piserie)

(MOCANBRL BCODI OPpLidHy

ML, /)



NEPKABHA CJIYXKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo SKiCTL BBE3¢HOro B Y KpaiHy JiikapcbKOro 3aco0y

19.12.2024 Ne 68624/24/26

POKCEPA®

(naliMeny BaHHs JiKapChkoro 3aco0y 3riAHO 3 peecTpauiiHUM MOCBIIMCHHAM)
Ta6JeTKH, BKPHTI IIiBKOBOI0 000/10HK010, 10 10 Mr, 1o 10 TabaeTok y GaicTepi; mo 3
OJicTepH y KapTOHHIi KopoOui

(dhopma BUNYCKY, TO3yBAHHs, BU NIAKYBAHHs JiKapCEKOTro 32c00y)

Howmep peectpauiinoro nocsimuensa UA/11743/01/02 crpok aii peectpauiiinoro nocsinuenss HEOOMEKEHHHU

Cepin nikapcbkoro 3acoby Ne DES339 KinbKkicTh BBE3eHOr0 Nikapchkoro 3acody 4080
BupoGuyk KPKA, n.1., Hoso mecto, ClioBEHIs
(HalimMenyBanns BUPOGHHMKA TiKapPCLKOro 3ac00y, KpaiHa NOXOIKEHHs)
BeeseHo B Vkpainy CriJbHe yKpaiHCchKO0-€CTOHChKe MAMPHEMCTBO Y (opMi ToBapHCcTBa
3 0GmeskeHolo BinnosinanasHicTio "OnriMa-®apm, JITH', izent. koa:
21642228

(naiimenyBanms Ta koz 3a CJIPIOY opunuinoi 0co0H abo Mpi3BuLLE, iM'd, 10 GaTbKOBI (I3HHHOT
0co0H - miANpUEML, Ti MicLe IIPOKHBAHHA Ta peecTpauiiHui HOMED 001iKOBOT KAPTKH MUIATHIL |
nogarkis abo cepis Ta HOMEp Nacnopra) :

MpoTokon BizyansHoro kontpomo six 19.12.2024 Ne 4358/27.

3a pesynbTaTaMM JIEPXKABHOIO KOHTPONK  BCTAHOBJIEHO, LD JiKapchbKui _-3aci6 BBe3eHO B YKpaiHy 3
AOTPHMAHHSM BUMOr 3aKOHOJABCTBA LUOAO 3a0e3neueHHs AKOCTI JikapchkHx 3ac00iB.

HauanpHuK Mukona XOJIOAEHKO

(nignuc) (iniuiany Ta npisBuLIE)
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(£4 KRKA

KPKA, a. a., Hoo mecto
YNAPABHIHHA AKICTIO
CEPTU®DIKAT AKOCTI vl
8501 Hoeo mecTo
CnoeeHin
Ten.: +386 7 3312 111
En. nowrta: info@krka.biz

Kon Ne; 7H2944

Pokcepa®, TabneTky, BKpnTi nniekoro0 060510HKO, Mo 10 Mr Ne 30

KpaiHa-BUpobHuK: CrioBeHin

1 TabneTka, BKpUTA MNIBKOROK OBGONOHKON, MICTUTL posyBacTaTuny (y BUrNsAAi KanbLjio posyBacraTuHy) 10 mr
nikapchka dropma; TabneTku, BKPUTI NMIBKOBOK 0BONTOHKO

po2mip i TMn nakyeaHHsA: o 10 TaBnertok y GricTepi, no 3 BnicTepu y KapToHHIi KopobLi

Homep cepii: PE5339

fata BupoBHuuTEa: 08.2024 |,£laTa 3aKiH4eHHs TepMiHy npugaTHocTi: 08.2027

PeecTpauiiine noceiguedHa Ne;
UA - UA/M1743/01/02

Hasea i agpeca BmupoGHuka, BigNoBigansHoM 3a Buryck cepii: |liuexsia Ha BUPOBHUUTED Ne;
KPKA a.g., Hoso mecto 800-13/2018-6

Uimap’ewka yecya 6

HoBso mecro, 8501, CnioseHin

Poswmip cepii: 15.138 LUT

Lium nigTeepmkylo, Wo BulleHaBeaeHa iHdopmalis & AOCTOBIPHOI0 Ta TodHolo. [lana cepist npogykuil 6yna eupoBnexa
{rKntOuaIOYM NaKyBaHHAMMapKyBaHHA) | NPoliLING KOHTPONs SKOGT Ha BULLeBKa3aHiA AiNnkHUW B NoBsHik signosigHocT i3
BuUMoramn GMP, BcTaHoBneHWMM MICLIEBMM DErynATOpHUM OPraHoM, a Takox y eignosigHoctl Ao cneuwdikavgi
peecTpauiiiHol  mokymeuTauii, saTeepmkeHo! B Yxpaini AN ACCniMKYBEHOIO RiKApCLKOTO sacoBy. [lpoTokonu
BUPOBHVLITBA, NaKyBaKHHA | KOHTPONA RKOCTI NepesipeHi i BiAnoBigaloTE BUMoraM GMP,

Cepia BunyuleHa y signosiaHocTi ia gicvoto sepcicto MKA UAM 1743/01/02.

llara Bunycky Ha puHOK: Ocoba, signosigantHa aa suryck f13 Ha puHok
11.10.,2024 TaHa [pHoswek

@wow’s"e&

DNauni cepTudhikar AKOCTI Mae eneKTRCHHMA nignKc., Darta apyky ceprudpikary: 06.12.2024
Ceptugikar cTBOpEHO aRTOMaTUUHE BaNif0BaHOED KOMM'ETEPHOK Nporpamol SAP, CropiHka: 1/2
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CEPTUOGIKAT AKOCTI

(£4 KRIKA

KPKA, a. a., Hoso mecto
YINPABNIHHSA AKICTIO
Wwmap'ewka Lecra 6
8501 Hoso mecto
CnoseHis

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

Koa Ne: 7H2944
Pokcepa®, TabneTtku, BKpUTi nniBkoBow 06oNMoHKo, e 10 mr Ne 30
KpaiHa-BupoBHuk: CrioBeHin
1 TabneTka, BkpUTa MNiBKOBOIO OGONOHKO, MICTMTL posyBacTatuHy (y BUINALi KanbLito poaysactartuuy) 10 mr
nikapcbka chopma: TabNETRM, BKPUTI MNIBKOBOI 060N0HKOMK
po3amip i Tun nakysawHA: no 10 Tabnetok y Gnictepi, no 3 BnicTepy y KapToHHiN Kopobul
Homep cepii: DE5339
[farta supoBHuuTEa: 08.2024 |,El,a'ra 3akiHYeHHs TepMiny npuaaTtHocth: 08,2027
Haaea noxaanukis Crevuvhikauin PeaynbTark sunpoBysaqb fp.*
Cnue TaBneTiu Ginoro konkopy, kKpyri, A€o Asoonykai, Bignoeinae -
BKPWTI NNIBKOBOIS 0GOMNGCHKOI, TaBNETKM 3i CKOLUEHMMI
KpaaMu Ta 3 rpasipysadHam 10 3 ogHoro Goky.
OnHopigHicTE Ao3oBaHNx SnaueHns npuiiManbrora yicha (AV) cknapae He 2,8 -
OfMHKLL — OOHOPIAHICTL Ginewe 15,0
BMICTY poaysacratuxy
CynyTHi nomiwim — gomiwka | He Ginsewe 0,8 % <= 0,10 -
TP13
CyiyThi fomitwky —gomiwka | He Ginbwe 0,3 % <= 0,10 -
RSL
CynyTal poMitxu — iHwl He Ginbwe 0,2 % <=0,10 =
OAUHHYHI
Cynyi nomiwms — 3arancHa | He Ginebwe 1,0 % <= 0,10 -
KiNkKiCTs
3anuwWKoB| POZUMHHUKY — He Ginbwe 5000 ppm 764 -
iaonponinosui cnMpT
3anuWxXosi poaMHHWKKY — He Binwwe 5000 ppm <= 500 -
aueyoH
IzeHTuthikaula posysactaTuHy | Yac yrpumysanys NiKy pozyBacTaTuHy Ha Bignoaigae -
—-BEPX Xpomarorpami po3urHy apazka (SaS) mae eignosigaTi
yacy YTpUMyBaHHA MKy poayBacTaTuiy Ha
Xpomarorpaml poauuHy craHgapty (85)
IneHTUchikauia poaysacTaTudy | MnaMa Ha XpomaTorpami poaumHy apaska (SaS) mae - “1
—THX BignoBifaTH 23 aHaYeHHAM Rf Ta KONbOPOM NNAMI Ha
Xpomarorpami po3yuHy crangapry (SS)
InenTudbikauia TiO: PoauuH y Turnl HaGysae %oBToro 3abaperexHn - *{
KinexicHui micy 93,0 - 105,0 % Bia 3aaHayeHoi KinbKocTi 96,4 -
c3yBacTaTUHY
PoauuHennn pasysactatudy | Yepes 45 xsunud mac PO3YUHHUTUCR He MeHWe 75 % 97 -1Q0 -
(Q} Big 3a3HaYeHol KinLKCCT
MikpaBionoriuka sxicts — He Ginbwe 1000 KYO B 1T u *2
3aransHa KiNbKicTb aepobHUX
Mikpoopraniamis {TAMC)
MikpoBionorivHa AkicTs — He Binbwe i00 KYO B8 11 - 2
3aranbHa KinbKicTh
APIIKOBUX TA NNICEHEBUX
rpubia (TYMC)
MikpobionoriuHa akicts - BincytHie i r - 2
Escherichia coli

Mp.* = MNpumitka

*1 He pyTutHuit MeToq, BunpoGysaHss nposoguThes 1 pas Ha pix.
*2 pvnpoBysaHHs NPOBOAMTLCA BIANOBIAHO HO nporpamu {onucara B MK}

[aHuii ceprudixat sikocTi Mae enexTpolEwi nignuec,
Ceprudhikat cTBOPEHD 2BTOMETUYHO BANIHORAHOK KOMM'I0TEPHO Nporpamoto SAP.

Dava apyky ceprutbikary: 06.12.2024
CroplHka; 2/2
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