JEPKABHA CJIVKBA 3 JIIKAPCbKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
npos. Hanii Ceitnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BUCHOBOK
npo AIKicTh BBe3eHOro B YKpaiHy JikapchbKoro 3aco0y

21.10.2024 Ne 54866/24/26

POKCEPA®

(saliMeHyBaHHS NiKapChKOTO 3ac06y 3rilHO 3 peecTpauliiHuM NOCBIIMCHHIM)
Ta6aeTKH, BKPHTI ITIBKOBOIO 00010HK010, 110 20 M1, mo 10 Tabaerok y oaicrepi; mo 3
OJicrepu y KapTOHHIH KOpOoOIL

(dopma BUIyCKy, 103yBaHHS, BA IAKyBaHH JIKapCHKOTO 3ac00y)

Homep peectpauiiitioro nocsiguenns UA/11743/01/03 crpok aii peectpauiiisoro nocsimuenss HEOOMEKEHUH -

Cepis nikapcskoro 3acoby Ne DE(Q760 KinskicTs BBE3eHOT0 Jikapcbkoro 3acofy 1080
Bupo6Huk KPKA, n.1., HoBo mecto, CioBeHis
(HaliMeHyBaHHS BUPOGHHUKA NiKapChKOro 3acoBy, kpaiHa NOXO/KeHHA)
Baesero B Ykpaidy ChiJanHe yKpaiHCHKO0-eCTOHChKE HiANPHEMCTBO Y (popmi ToBapHCTBA
3 06MexkeHoI0 Bimnmosinansnictio "Onriva-®apm, JITH'", inent. xon:
21642228

(naiimeryBanHs Ta Kox 3a €/IPIIOY 1opuamnunoi 0cobu aGo npispuiie, iM's, 1o 6aThkoBi (isH4HOT .
0co6H - mianpuemus, i Miclie poXMBaHHA Ta peecTpaLiiiHmi HoMep 001iKOBOT KAPTKH NIIATHHKA
fnoaTkis abo cepis Ta HOMEp NAacropTa)

TIpoTokon Bisyambroro koutpomo sin 21.10.2024 Ne 3605/25.

3aci6 BBe3eHO B VYKpaiHy 3

seLxux 3acobis.

3a pesysibTaTaMd JePKABHOTO KOHTPOMIO BCTAHOBIIEHO, IO JKAPChK

JAOTPHMAHHSM BUMOT 3aKOHOJABCTBA LIOAO 3a0e3MeyYeHHs AKOCTi Jii

Havansuuk Muxkona XOJIOJTEHKO

(nocanoBa 0co0a oOpraHy JAep)kaBHOIO KOHTPOIO) (niznuc) (iniuiany Ta npisBuILE)
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KPKA, g. 4., Hoso mecTo
CEPTUDIKAT AKOCTI YNIPABIIHHA AKICTIO
Limap'elwka LecTta 6
8501 HoBo mecTo
CnoseHist
Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7TH2943

Pokcepa®, TabneTku, BKpUTI NIiBKOBOIO o6oroHkoto, no 20 mr Ne 30

kpaiHa-Bupo6Huk: CnoseHisi

1 TabneTKa, BKpUTa NiiBKOBOIO 0GOMOHKOI0, MiCTUTL pO3yBacTaTUHY (y Burnagi kanbuito posysactatuty) 20 mr
nikapcbka hopMa: TabneTku, BKpUTI NNiBKOBOIO 060MOHKOD

pozmip i TMN nakyBaHHs: no 10 Tabnerok y 6nicrepi, no 3 GnicTepu y KapTOHHI® kopoobui

Homep cepii: DE0760

Jara supobHuuTea: 04.2024 I,El.aTa 3aKiHYeHHs TepMiHy npugaTHocTi: 04.2027
PeecTpauiiite nocaigueHHs Ne:

UA - UA/11743/01/03

HasBa i agpeca BUpo6HUKa, BiANOBIAANLHOrO 3@ BUMYCK Cepil: NiueHsist Ha BUpoBHULTBO Ne:
KPKA a.a., HoBo mecTto 800-13/2018-6

lLmap’ewka yecra 6

Hoeo mecTo, 8501, CnoBeHis

Po3mip cepii: 18.360 LUT

Lium miaTeepaxyto, WO BullleHaBedeHa iHdopmallis € [0CTOBipHOW Ta TouHotw. [laHa cepisi npoaykuii byna BupobreHa
(BKMtOYaoUM MakysaHHs/MapKyBaHHsA) | NpoiLLna KOHTPOIb AKOCTi Ha BULLEBKa3aHilt AinbHULI B MOBHIN BiANOBIAHOCTI i3
BuMoramMu GMP, BCTaHOBAEHUMU MICLIEBUM PErynsTopHUM OpraHom, a Takox Y BifnosigHocTi Ao cneuudikauii
peecTpauiiHoi  AoKyMeHTauil, 3aTeepkeHol B Ykpaini Ans  [OCHimKyBaHOro  fikapckkoro 3acoby. [lpotokonu
BUPOBHULTBA, MaKyBaHHs | KOHTPOMS AKOCTI NepeBipeHi i signosinatoTh BuMoram GMP.

Cepisi BUNyLLeHa Y BiANOBIAHOCTI i3 Aito40i0 sepcieto MKS UA/11743/01/03.

[Lata BUnycKy Ha puHoK: Ocoba, BignosiganbHa 3a sunyck 13 Ha pyHoK
12.06.2024 Tana [pHoBiuek
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[lanuit cepTUdikaT AKOCTI Ma€e eneKTPOHHUIA nignuc. [arta apyky ceptudikaty: 09.10.2024
CepTudhikaT CTBOPEHO aBTOMaTUYHO BanifoBaHO KOMM'IOTEPHO Nporpamoto SAP. Cropinka: 1/2




CEPTUDIKAT AKOCTI

KPKA, 4. a., Hoso mecTo
YMPABJIIHHA AKICTIO

Limap'ewka yecTta 6
8501 Hoso mecTO
CnoseHis

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

Kop Ne: 7TH2943
Pokcepa®, TabneTku, BKpUTi NNiBKOBOK 060oNoHKo0, no 20 mr Ne 30
KpaiHa-BUpo6Huk: CrnoseHin
1 TabneTka, BKpUTa NNiBKOBOI 0BONOHKOK, MICTUTL Po3yBacTaTUHy (y BUrnaai kaneuito posyBactaTtuny) 20 mr
nikapcbka cdoopma: TabneTku, BKpUTI NNiBkoBolo 060M0HKO
po3mMip i Tun nakysaHHsi: no 10 TabneTok y 6nicrepi, no 3 6nicrepu y KapTOHHIN kopobui
Homep cepii: DE0760
[ara supo6HuuTBa: 04.2024 I,ﬂaTa 3aKiH4YeHHst TepMiHy npuaaTtHocTi: 04.2027
Hassa nokasHukis Cneumdikauis PesynbraTtv Bunpobysanb Mp.*
Onuc TabneTku Ginoro KoNLopY, KPYrai, BKpUTI NAIBKOBOIO Bianosinae -
06010HKOI0, 3i CKOLUEHWUM KpaeM
OpHOpIAHICTE A030BaHUX 3Ha4eHHs npuiMansHoro yucna (AV) cknaaae He 2,9 -
OOMHNLb ~— OAHOPIAHICTb 6inbwe 15,0
BMICTY pogyBacTaTuHy
CynyTHi aoMiwku — gomiwka | He Binbise 0,8 % <=0,10 -
TP13
CynyTHi goMilkv — foMika | He 6inblwe 0,3 % <= 0,10 -
RSL
CynyTHI AOMItLKA — iHWi He 6inbLwe 0,2 % <=0,10 -
OfIMHUYHI
CynyTHi aoMilku — 3aransha | He 6inbwe 1,0 % <= 0,10 -
KinbKicTb
3anuwKoBi POZHUHHUKA — He 6inbLe 5000 ppm 771 -
isonponinosui covpt
3anuilKoBi PO3YUHHUKN — He 6inbwe 5000 ppm <= 500 -
aLeToH :
|neHTudikayis TiOz Posunt y Tvrni Habysae xoBToro sabapsneHHs - 1
lneHTudiKallis posyBacTaTuHy | Yac yTpumysaHHs niky posyBacTaTuHy Ha Bianosinae -
- BEPX XpomaTorpami poauuHy 3paska (SaS) mae signosigaty
Yacy YyTpUMYBaHHS Miky posyBacTaTuHy Ha
XpoMmaTorpami po3unHy ctasgapty (SS)
IneHTUdiKaUis posysacTaTuHy | Fnsima Ha xpomaTtorpami posunHy apaska (SaS) mae - *1
—TLWX BignosinaT 3a aHaueHHsM Rf Ta KorbopoM nnami Ha
XpomaTorpami posuuHy craHaapTy (SS)
KinbKicHWi BMmicT 95,0 - 105,0 % Big 3a3HaYeHOI KiNbKOCTI 98,8 -
po3yBacTaTuHy
PoaunHeHHs podysactatuHy | Yepes 45 XBUNUH Mae Po34MHUTUCA HE MeHLLe 75 % 96 -98 -
(Q) Big 3asHayeHol KiNbKOCTI
Mikpo6ionorivHa sKicTb — He 6inbwe 1000 KYOB 11 - *2
3aranbHa KinbkicTb aepobHUX
mikpoopraHismis (TAMC)
MikpobionoriuHa AkicT — He Binbwe 100 KYO B 11 - *2
3ararnbHa KiflbkicTb
APDKAXOBUX Ta niliceHeBux
rpubis (TYMC)
Mikpa6ionoriyHa siKicTs - BigcytHis 11 - *2
Escherichia coli

MNp.* = MNpumitka

*1 He pyTWUHHUiA MeToa, BunpobysarHs nposoauTscs 1 pas Ha pik.
*2 BURPOBYBAHHA NPOBOAUTLCS BIANOBIAHO AO Nporpamu (onucawa s MKSA)

[JaHuii cepTudikaT sKocTi Mae eneKkTpoHHWA nignue.
CeptudbikaT CTBOPEHO aBTOMATUYHO BarifoBaHO0 KOMIT'IOTEPHO NPOrpamoto SAP.

[ata apyky cepTudikaty: 09.10.2024
CropiHka: 2/2




NEPKABHA CJIIYAKBA 3 JIIKAPCHLKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npog. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHUCHOBOK
npo sKicTh BBE3eHOro B YKpainy JiikapchbKkoro 3aco0y

25.02.2025 Ne 9309/25/26

POKCEPA®, Tabierkn, BKpUTI IJIIBKOBOIO 000J10HKOIO0,

(HalimMenyBanHs ikapckkoro 3acofy 3rinHo 3 peecTpalifiHuM NocBiaYeHHAM)

1o 20 mr, no 10 tabjerok y 6Jicrepi; no 3 6aicrepu y KapToHHiii kopoOui
((popma Brnycky, [o3yBaHHsl, BUA MaKyBaHHs Jiikapcbkoro 3acoby)

Howmep peecrpauiiinoro nocsinuenns UA/11743/01/03 crpok ait peectpauiitnoro nocsinuenns HEOOMEKEHUH

Cepis nikapcbkoro 3acoby Ne DE6186 KinbkicTh BBE3€HOTO Nikapcbkoro 3acoby 4560
Bupo6Huk KPKA, n.1., HoBo mecto, Cnogenist
(nalimeHyBaHHa BUpoOHHKa JikapcLkoro 3acoly, KpaiHa MOoXOMKEHHS )
Beeseno B Yipaiuy ChisibHe YKpaTHCHKO0-eCTOHChKE MIANPUEMCTBO Yy GopMi TOBapHCTBA
3 oOMeskeHO010 BianoBigaabnicTio "Onrima-®apm, JITI", inent. koa:
21642228

(nalimenysanus Ta xon 3a €JIPTIOY 1opuanunoi ocobu abo npizsuuie, iM's, 1o 6aTbkosi (izuunoi
0Cco0M - miaAnpuemML, i Miclle NPOXWBAHHS Ta peecTpauiiinini HoMep 06NiKOBOT KAPTKHM rIaTHHKA
nozarkis abo cepis Ta HOMep niacriopra)

lpoTtokon Bisyanbnoro konutpoJio sia 25.02.2025 N 516/01/10-25/8.

3a  pesymbTaTamu IepXKaBHOTO KOHTPOJIO BCTAaHOBJNEHO, IO Jikapchkuit 3aci6 BBeseHo B VYkpaiHy 3

IKAPCHKHX 3ac06iB.

Muxkomna XOJIOEHKO

(ninnuc) (iniuiany Ta npissuwic)
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KPKA, a. a., Hoso mecTo
CEPTUDIKAT AKOCTI YMPABJIHHSA SKICTHO
UWimap'ewka Lecta 6
8501 Hoso mecTo
CnogeHia
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kop Ne: 7H2943

Pokcepa®, TabrneTku, BKpUTI NNiBKOBOO o6ornoHkoto, no 20 mr Ne 30

kpaiHa-Bupo6HuK: CriogeHis

1 TabneTka, BKpUTa NNiBKOBOIO 0GONOHKOK, MICTUTE PO3YBACTaTUHY (y surnaai xanbuito posyeactaTuHy) 20 Mr
nikapceka chopMa: TabneTku, BKpUTi NNiBKOBOK 060NOHKO

po3mip i Tun nakyBaHHA: no 10 Tabnetok y Gnicrepi, no 3 6ricTepy y KapTOHHIM kopobui

Homep cepii: DE6186

Jata supobruuTtea: 08.2024 |,[1aTa 3aKiHUEHHS TepMiHy npuaaTtHocTi: 08.2027

PeecTpauiite nocaigyeHHs Ne:
UA - UA/11743/01/03

Hassa i agpeca BUpoBHUKa, BIANOBIAANLHOTO 3a BUMYCK cepii: |JliueHsia Ha Bupo6HULTBO N
KPKA a.a., HoBo mecTto 800-13/2018-6

LWmap’ewka yecta 6

Hoso mecTo, 8501, CrioBeHis

Posmip cepii: 17.976 WIT

Uum nigTRepaxyH, 1o BUlleHaBeeHa iHpopMaLlis € JOCTOBRIpHOK Ta TouHot. [aHa cepist npogykuii 6yna supobnexa
(BKMIOHaKoHM NakysaHHs/MapkyBaHHs) i Npoulina KOHTponk GKOCTI Ha BULLIEBKA3aHil AiNbHALI B MOBHIA BiANOBIAHOCTI i3
aumoramyi GMP, BCTAHOBAEHUMU MICLEBUM PErynaTopHAM OpraHoM, a TakoX Y BignosigHocTi Ao creuwdikauii
peecTpaliiitol  foxkymeHTauil, 3aTeepakeHoi B Ykpaiki Ans  AOCNiAXKyBaHOro nikapcbkoro 3acoby. [lpoTokonu
BUPOGHWLTBA, NaKyBaHHS | KOHTPONA AKOCTi NEPEBIPeHi | signosigatoT BUMoram GMP.

Cepis sunyuieHa y BianosigHocTi i3 pnitovoto Bepcieto MKS UA/11743/01/03.

[aTta sunycKy Ha PUHOK: OcoBa, BianosiaansHa 3a Bunyck J13 Ha puHok
29.10.2024 Tana [pHoBlIEK
(g
~LMovse ¥
[laHult cepTUdikaT AKOCTI Mae eneKkTPOHHWIA nianuc. [LaTa apyky cepTudikary: 13.02.2025
CepTudikaT cTROPEHO aBTOMaTUYHO BaNiA0BAHOK koMn'toTepHoto nporpamoto SAP. Cropirka: 1/2
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CEPTUODIKAT AKOCTI

KPKA, 4. 4., Hoso mecTo
YMNPABJIIHHA AKICTHO
lmap'ewka uecta 6
8501 Hoso mecTo
CnoseHis

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

Kop Ne: 7H2943
Pokcepa®, TabneTkyn, BKpUTi NNIBKOBOO o6onoHkoto, no 20 mr Ne 30
KpaiHa-BUpOBHUK: CrioBeHis
1 TabneTka, BKpUTa NniBKoBo 060M0HKOH, MiCTUTL po3yBacTaTuHy (y BUrnaai KanbLito posyBacTatuhy) 20 mr
nikapcbka hopma: TabneTkn, BKPUTI NNIBKOBOK 0BONOHKOID
po3mip i TUN nakysaHHsa: no 10 tabneTtok y 6nicrepi, no 3 bnicrepu y KapTOHHIW kopoOui
Homep cepii: DE6186
[ata supo6huurea: 08.2024 ‘ﬂ.aTa 3aKiHYeHHs TEPMiHy npuaaTHocTi: 08.2027
Haasa nokasHvkis Cneuyvdikauis Pesynbraty BUnpobysatb Mp.*
Oonuc TabneTku Biroro KonbLopPY, KPYriti, BKPUTI NNiBKOBOKO Bignosinae -
060NOHKOH, 3i CKOLUEHUM KpaeM
OaHOPIAHICTL AO30BAHUX 3HaueHHs npuiiMansHoro Yuena (AV) cknapae He 2,5 -
OAUHULL — OAHOPIAHICTL 6inbwe 15,0
BMICTY pO3yBacTaTUHy
CynyTHi gomiluku — gomilka | He Ginblue 0,8 % <=0,10 -
TP13
CynyTHi AOMilWKY — aomiluka | He Binbiue 0,3 % <=0,10 -
RSL
CynyTHi AOMILLKY — iHLL He Ginblue 0,2 % <= 0,10 o
OAVNHUYHI
CynyTHi poMiwkn — saransHa | He Ginbwe 1,0 % <=0,10 =
KinbKicTb
3annuKosi PO3UUHHUKA — He Binbiue 5000 ppm 772 2
i30Nponinosuv cnvpT
3anULLKOBI PO3HUHHUKN ~ He 6inbiue 5000 ppm <= 500 -
aueToH
ineHTudikauis TiOz PosuuH y Turni HaBysae orToro 3abapeneHts - *1
|aeHTUIKaLiS po3yBacTaTUHy | {ac yTpuMyBaHHa Niky posyBactaTuHy Ha Binnosinae -
-BEPX XpomaTtorpami posuuHy apaska (SaS) mae signosinatu
yacy yTpUMYyBaHHs Niky po3yBacTaTuHy Ha
XpoMaTorpami posunHy craHaapty (SS)
|aeHTUikalis posysacTaTuHy | MnsMa Ha xpomMatorpami po34uHy apaska (SaS) mae - *
- TLWX BiANOBIAATH 3@ 3HAYEHHAM Rf Ta KONbOPOM NNSMI Ha
XpoMaTorpami poaunHy cTaHgapty (SS)
KinbkicHuiA BMICT 95,0 - 105,0 % Big 3a3Ha4YeHOl KiNbKOCTI 99,2 -
po3yBacTaTuHy
Po3uMHeHHs poaysacTaTuiy | Yepes 45 XBUNUH Mae PO3HMHUTUCH He menwe 75 % 97 -99 -
(Q) Bif 333HAYEHOT KifbKOCTI
MikpoBiornoridHa akicTs ~ He Binsuie 1000 KYO s 11 - *2
3aranbHa KinbkicTb aepabHuX
mikpoopraHismis (TAMC)
MikpoBionorivha aKicTb — He Ginbwe 100 KYOB 11 - *2
3aranbHa KinekicTe
APPKAKOBUX Ta NIiICEHEBNX
rpvbis (TYMC)
Mikpobionoriuna AKicTs - Bigeyrhis 11 - *2
Escherichia coli

Mp.* = Mpumitka

“1 He pyTuHHuiA MeTog. BunpoBysaHts NPpoBOAUTECS 1 pas Ha pik.
*2 BuUnpoByaaHHA NPOBOAUTLCS BIANOBIAHO AC NPOrPaMK (onucana B MKA)

[lanuit cepTudikat skocti mae eneKTpOHHKIA nianuc.
CepTudikaT CTBOPEHO aBTOMaTUHHO BanifoRaHOK KOMM'tOTEPHO APOrPaMoto SAP.

[lata apyky cepTudikary: 13.02.2025
CropiHka: 2/2
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