AEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haxii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPITOY 37079055

BUCHOBOK
PO AKICTH BBE3EHOro B Y Kpainy JlikapchbKkoro 3acody

27.11.2024 Ne 63476/24/26

ATOPUC®

(nalimeryBatis 1iKapcbKoro 3acoby 3riiHO 3 peecTpalifiHuM NOCBINYEHHSM)
Ta0JIeTKH, BKPUTIi MIiBK0BOI0 06010HK010, 110 20 Mr; 1o 10 Tabserok y 6aicrepi, mo 9
duricTepiB y kapTouniii kopooui

(dbopma unycky, N03yBaHHs, BUA NaKyBaHHS JiKapchKOTo 3acoby)

Homep peectpauiitioro nocsiguenns UA/5302/01/03 crpox nii peectpauiitnoro nocsinuenns HeoOMeKeHMM

Cepis nikapcbkoro 3aco6y Ne DE3994 Kinbkictb BBe3eHOro nikapebkoro 3acoby 60
BupoGHuk KPKA, n.1., Hoso mecro, CiiopeHist
(HaliMmeHyBaHHS BUPOGHMKA JlikapCbKoro 3aco0y, KpaiHa MOoX0IKEHHs )
Bseseno B Ykpaity CninbHe ykpainchKo-¢ecTOHChKE MiANPUEMCTBO y opMi ToBapHCTBa
3 oOmexxenoro Bianosinanbuictio "Onrima-®apm, JITI", inenr. kox:
21642228

(naitmenysanns Ta koa 3a €JIPTIOY topuanunoi 0co6u abo npizsuile, imM's, M0 6aThkoBi PizudHoi
ocoGu - nisnpuemus, ii micue npoxusanis Ta peecTpauiiinmit Homep 06NiKoBOT KapTKU MAATHHKA
noaarkis abo cepist Ta HOMep nacnopra)

IpoTokon Bisyansuoro xonurposio sin 27.11.2024 Ne 4081/10.

3a  pesynbTaTamy JepKaBHOTO KOHTPOJIO BCTAHOBJIEHO, 1O JIKAPCLKHI 3aci6 BBE3EHO B Ykpainy 3

AOTPHUMAHHSAM BUMOT 3aK0HOAABCTBA LIOO0 3a0e3MNekeHHs SKOCT JiKapchKux'dacobis.

Muxkona XOJIOZEHKO

(nianuc) (iniuianu Ta npissuie)




KRKMA

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

Llimap'ewwka uecta 6

8501 Hoeo mecTo

CnoseHia

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7H4863

ATtopuc®, TabneTku, BKpUTI NNiBKOBOI 060510HKOMD, 1o 20 mr Ne 90

KpaiHa-BUpobHUK: CrioBeHin

1 TabneTka, BKpMTa NNiBKOBOIO 0GONOHKOI, MICTUTL 20 Mr aTopBacTaTUHY y BUrNAAi aTopBacTaTUHy Kanbuito
nikapcbka cpopma: TabneTku, BKpUTI NIiBKOBOIO 00OSTOHKOO

po3Mip i TN nakyeaHHs: no 10 TabneTok y 6nictepi; no 9 6nicrepis y xopobui

Howmep cepii: DE3994

[ara BupobHulTea: 06.2024 1,El.aTa 3aKiHYeHHs TepmMiny npuaartHocTi: 06.2026

PeectpauiiiHe nocsigueHHs Ne:
UA - UA/5302/01/03

HasBa i agpeca BupoOHuKa, BignoBiganbHoro aa Bunyck cepii: | fliueHsis Ha BupobHuLTBO Ne:
KPKA a.4., HoBo mecTo 800-13/2018-6

lLimap’ewka uecra 6

Hoso mecTo, 8501, CnoBeHis

Posmip cepii: 9.817 WUT

LUum nigTeepaxyio, WO BULEHaBeneHa iHghopMaLlis € AOCTOBIpHOO Ta TouHoto. [laHa cepist npoaykuii byna BupobneHa
(BKNtOYaKOUW NakyBaHHSA/MapKyBaHHS) | NPOMLWNA KOHTPONb SKOCTI Ha BULLEBKa3aHi AiNbHULI B NOBHIN BiJNOBIAHOCTI i3
BuMorami GMP, BCTaHOBMEHUMU MICLEBMM pErynsTOpHUM OpraHoMm, a Takox Y BignosigHocTi Ao cneuudikauil
peecTpauiiitoi  fokymeHTauil, 3aTeBepmxeHol B YkpaiHi Ans gocnifxyBaHoro nikapcekoro 3aco®y. [ipoTtokonu
BUPOBHULTBA, NakKyBaHHs | KOHTPONA AKOCTI NepesipeHi i BignosigaoTb Bumoram GMP.

Cepist BUNyuieHa y BignosigHocTi i3 gitovoto Bepcieto MKA UA/5302/01/03.

Lata sunycky Ha puHOK: Oco6ba, BignoeiganeHa 3a sunyck I3 Ha puHok
13.09.2024 HiHa Kipap
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Danuii cepTudikaT AKOCTI Mae enexTPOHHWIA Nignue. [ata apyky ceptucdikaty: 13.11.2024
CepTudikaT cTBOPEHO aBTOMaTUUYHO BanifoBaHO KOMN'IOTEPHOK nporpamoio SAP. CropiHka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, 4. a., Hoso mecto
YNPABAIHHA SAKICTHO

Wmap'ewka uecra 6
8501 Hoo mMecTo
CnoBeHis

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

Kop Ne: 7H4863
ATopuc®, TabneTku, BKpUTI NNiBKOBOO 060MNOHKOW, Mo 20 Mr Ne 90
KpaiHa-Bupo6HuK: CnoreHin
1 TabneTka, BKpUTA NNiBKOBOI 060NOHKO0, MICTUTE 20 Mr aTOpBacTaTUHY Y BUrNAAi aTopBacTaTuHy Kanbuito
nikapcbka popma: TabneTtky, BKpUTI NNiBKOBOIO 060MOHKOIO
po3mip i TMR nakyBaHHs: no 10 Ta6nerok y 6nictepi; no 9 6nicrepis y Kopooui
Homep cepii: DE3994
[ata supo6HuuTBa: 06.2024 l,[laTa 3aKiHYeHHs TepMiHy npuaaTHocti: 06.2026
Hassa nokasHukis Crnieyndikauis PesynbTaTh BunpobysaHb Mp.*
Onuc Bini, Kpyrni, TPOXy1 BUNYKMI, BKPWTI NNIBKOBOO Bignosigae -
060MoHKOK TabneTku
OpHopigHicTb A030BaHMX MpuiiManste yicno (AV): e Binblue 15,0 0,9 -
OAUHULE ~ OHOPIAHICTL
BMICTY aTOPBACTaTUHY
CynyTHi nomiwku — ATN1 He 6Ginbwe 0,2 % < 0,1 -
CynyTHi gomitku — ATN2 He 6inbwe 0,2 % <0,1 -
CynyTHi gomiwku — ATN4,5 He 6inswe 0,2 % <0,1 -
CynyTHi gomiwku — ATN12 He 6inblwe 0,2 % <0,1 -
CynyThi gomiwku —~ ATN13 He 6inbwe 0,2 % <0,1 -
CynyTHi gomiwikn — ATN14 He 6inswe 0,2 % <0, -
CynyTHi goMiwku — ATN15 He Ginbie 0,2 % <0,1 -
CynyTsi pomiuiky — ATN16 He 6inbwe 0,2 % <0,1 -
CynyTHi goMiwku — ATL1 He 6inbwe 0,2 % <0,1 -
CynyTHi AoMilKy — oguknuba | He Ginbwe 0,2 % <01 -
HeigeHTUikoBaHa JoMillka
CynyTHi JOMILUKK — CyMa He 6inbwe 1,0 % <0,1 -
laeHTUiKalis aTopsacTaTuHy | Yac yTpuMmysaHHs niky atopeactaTuHy Ha Bignosigae -
-BEPX xpomaTorpami poaunHy 3paska (SaS) mae sinnosiaaty
Yacy YTpUMYBaHHS Miky aTopeacTaTuHy Ha
XpoMmartorpami posuuHy craHaapry (SS)
laeHTUdiKauis aTopeacTatuHy | OCHOBHA NNsAMa Ha XpomaTtorpami posyuHy apaska - *
~TWX (SaS) mae signosigaTv OCHOBHIMA NNAMI Ha
XpomaTtorpami poaumKy craHgapty (SS)
laeHTudikalis TUTaHy Po3uuH HabyBae xoBToro 3abapaneHHs - *1
aiokeuay
KinbKicHuii BMmicT 95,0 - 105,0 % sig 3a3HaueHol KiNbKoCTi 100,4 -
aTopBacTaTUHy
PoauuHeHHs atopsactatudy | He meHwe 75 % (Q) Big 3a3HaueHoi KinbkocTi 94 -96 -
npoTarom 30 XBUNWUH
Mikpo6ionoriyHa sKicTb —~ He 6inbiue 1000 KYO s 11 - *2
BaranbHa KirnbKicte aepobHMX
mikpoopraHiamis (TAMC)
MikpobionoriyHa siKicTe — He Ginbwe 100 KYO B 11 - *2
3aranoHa KinbKicTb
LPDKIKOBUX Ta NniceHeBux
rpubis (TYMC)
MikpoGionoriyHa sKicThb - BigcytHis 11 - *2
Escherichia coli

Mp.* = Mpumitka

*1 He pyTuHHui MeToA. BunpoByBaHHsa nposoanTthes 1 pas Ha pik.
*2 BUNPOByBaHHA NPOBOAWUTLCA BIANOBIAHO A0 Nporpamu (onucaHa B MKA)

[aHuit ceptudikaT AKOCTi Mae enexTPOHHWIA NIAMKC.
CepTudikaT CTROPEHO aBTOMATUYHO BasTi0BaHOIO KOMM'tOTEPHO nporpamoio SAP.

Dara apyky ceptudikaty: 13.11.2024
CTopiHka: 2/2




NEPKABHA CJYIKBA 3 JIIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMHM y m. KHEBI

npos. Haaii Ceitanunoi, 3. 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPI1OY 37079055

BUCHOBOK
Npo sKicTL BBE3eHOro B YKpainy JikapchbKoro 3acody
18.12.2024 Ne 68025/24/26
ATOPUC®

(HaFMEHYBAHINE JIKAPCLEOTO 30C00Y 3rN0 3 peceTpatifinm TNOCBIAUCHIAM )
TadJeTKH, BKPUTI I1iBKOBOIO 060/10HK0I0, 110 20 Mr35 1o 10 Taduerok y daicrepi, o 9
oJicrepiB y KapToHHIiT KopoO1Li

((popma BHIYCKY. A03YBaHH, BUI [TAKYBAHH NiKAPChKOro 3aco0y)

Homep peectpauiiinoro nocsinuerns UA/5302/01/03 erpox aii peectpauiiinoro nocsimuenns HCOOMEIKEHHIH

Cepis nikapebkoro 3acody N DES897 KinbkicTs BBe3€HOTO Jikapebkoro 3acody 5280
BupoGHuk KPKA, ... Hoso Mecto, CioBeHis

(HARMCHY Batlg BHPOOHHKA JIiKAPCLKOTO 33C00Y, Kpaili NOX0LKeHH )

BeeseHo B Vkpaihy CuinbHe yrpaluchKo-eCTOHCHKE MANPIEMCTBO Y popMi TOBapHETBA
3 oOmekenolo BinnosinaasuictTio "Onrima-Mapm, JITL", inewr. woa:
21642228

(maiivenysanus Ta ko 3a €JIPTIOY opuandHol ocofu ado npiseuiLe. iM's, no Gatkkori GisHuHoT
0COGM - MIANPHEMILI. T MiCLe IPOAHBAHNS Ta PEECTPALLITiHHI HOMep 001IKOBOT KAPTIH TIATHHKR
NoAaTKIB 400 Cepis T4 HOMCP Nacnopra)

IMpoTokoe Bisyanbhoro kourposio sig 18.12.2024 Ne 4325/13.

3a pesyabrataMH ACPKABHOrO KOHTPOMM BETAHOBACHO. WO Jikapchbkuil  3acid BeezeHo B Yrkpainy 3

JOTPHMAHHSIM BHMOr 3aK0HOAABCTBA LLOAO 3a0€3MeHEHHS AKOCTI AiKAPCHLKIX 32C00iB.

HavansHugsr
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(niznue) (iHitian ta npissmiLe)



(F2 KRKA

KPKA, a. p., Hoso mecTo
CEPTU®IKAT SAKOCTI YRPABNIHHS AKICTIO

imap'ewka yecta 6

8501 Hoeo mecro

CnoeeHin

Ten.: +386 7 3312111

En. nowra; info@krka.biz

Kog No: 7H4863
ATopuc®, Tabnertkn, BKpUTi NNiBKOBOID 060n0HKO10, 1o 20 Mr Ne 90
KpaiHa-supoGHuK: CrioBeHin
1 TaGneTKa, BXpuTa NAIBKOBOIO 0GOMOHKOI0, MiCTUTE 20 Mr aropsacTaThHy Y BUrNAMl atopBacTaTUHY Kankyilo
nikapceka thopma: TabneTky, BKPUTI NMNIBKOROK 060IIOHKOL0
03Mip 1 TN nakyeaHHA: no 10 Ta6neTok y GnicTepi; no 9 GnicTepie y xopobui
Howmep cepii: DE5897

ara eupobuuruTea: 09,2024 |.ElaTa 3aKiH4ueHHA Tepminy npuaaTHocTi: 09.2026
PeecTpayiiine nocsigyeHHs No;
UA - UA/5302/01/03

Hasga i agpeca BupobHuka, signosinankHoro aa BuUnyck cepit: |INiueHain Ha BupoGHUUTEO Ne:
KPKA a.a., Hoso mecro 800-16/2024-4

Wmap’ewra yecra 6

Hoeo mecto, 8501, Criosexin

Poawmip cepii: 22.020 IUT

Lium nigTeepmxyto, Wo BuIieHaBeaeHa iHdopmalis € AOCTOBIPHOI Ta TouHolo. [laHa cepis npoaykuii Gyna supoGnexa
(BKNIOYAIOYM NaKkysaHHA/MAPKYBaHHSA) | npoina KOHTPONb SKOCTi Ha BULUEBKA3aHIA AiNbHUL B NOBHIl BignoRigHoCT ia
Bumoram GMP, BCTaHOBMEHWMM MICUEBMM perynsiTOpHUM opraHomM, a Takok Yy signosigHoct! no cneuwdiau
PeecTpaLiitHol JoKyMeHTalli, 3aTBepmkeHol B Ykpaini ans AocnifxysaHoro nikapcbkoro aacoBy. [lpotokonu
BUPOBHULITBa, NaKyBaHHs | KOHTPONs AKOCTI NepeBipeH | einnosigaloTs BuMoram GMP.,

Cepin sunyweHa y signosiaHocTi i3 gilouoto sepcieto MKA UA/5302/01/03.

[ara BUNYCKY HE pUHOK: OcoGa, signosigancha 3a evnycx J13 Ha puHOK
25,10.2024 Hina Kipap

/
Aanwi ceprudikat AkocTi Mae enexypoHHWA Aignuc. flata apyky ceprudhikary: 05.12.2024
CepTuhikaT CTEOPEHD ABTOMATUHHO BANIA0BAHOK KoMRP'IOTEPHOIO NporpaMor SAP. Cropinka: 1/2

}
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CEPTU®DIKAT AKOCTI

(£4 KRKMN

KPKA, 4. 8., Homo mecto
YAPABIHHA AKICTHO
Lmap'enrxa yecra 6
8501 Hoso mecTo
CrogeeHist

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

Kop Ne: TH4863
ATopuc®, Tabnetku, BKpUTI NMiEKoE010 060MOHKOIO, o 20 MF Ne 90
KpatHa-eupobHuK: CnoeeHis
1 Tabnetka, BKpUTa NMiBKOBOM 0GONOHKOLO, MICTUTL 20 MK 2TOPBAaCGTaTUHY ¥ BUIMALAI aTOPBacTATUHY KarLLiio
nikapckKa gropma: TabneTky, BKPUTI NNIBKOBOI 06 0NOHKOD
po3mip i TUN nakyeanus: no 10 TaBnerok y GnicTepi; o 9 GnicTepis vy kopo6ui
Homep cepii: DE5897
Harta svpobuuiraa: 09.2024 IﬂaTa 3akiNYeHHsA TepMiHy npuaatHocTi: 09.2026
Haaea nokaaxukis Creundikayin PeaynbTatv eunpobysatb [ip.*
Onuc Bini, kpyrni, Tpoxu BARYKIN, BRPUTI NRIEXOBOIO Bianceigae e
cBonotxow TabneTku
OanopigHicTb Aoaoeanmx MpwiAmMarnske wicno (AV): 1e Ginewe 15,0 2.7 -
OfIUHILE — OAHODIAHICTD
EMICTY aTopBacTarusy
CynyTxi gomiumm — ATN1 He Ginbiue 0,2 % <0.1 =
CynyTHi fomitxy — ATN2 He Ginbwe 0,2 % <0,1 -
CynyTHi Aomilukn — ATNG,5 He Ginblwe 0,2 % 0.1 -
CynyrHi goMiwky = ATN12 He Ginswe 0,2 % <01 -
CynyTHi gomilukn — ATN13 He Ginbuig 0,2 % <01 =
CynyvHi nomituky = ATN14 He 6Binbie 0.2 % <01 -
CynyThi gomiwkm — ATN15 He Ginbwe 0.2 % < 0,1 -
| CynyTHi poMitukuy — ATN16 He Ginslue 0.2 % 0.1 -
CyinyTHI pomiwkn — ATLY He Ginbwe 0,2 % <01 -
CynyTHi Aomiwmy — oarHMuna | He Ginbe 0,2 % <0,1 -
HeigeHrubikoBana nomilka
CynyTHi gomiluki —cyma He Binswe 1.0 % 0,2 -
IaeHTMdikayia aTopeacraTuHy | Yac yTpUMyBaHHs niky aTOPBacTaTHHY Ha Bianceigae -
-BEPX XpomaTorpami posuuHy apaska (SasS) mae signoeinarty
Hacy YTPUMYBAKHHA Niky aTopBacTatuiy Ha
Xpomarorpami poauuHy craHaapTy (SS)
IpenTudikauin atopsactaruny | OcHoBHA NHsMa Ha XPOMaTOrPAMi po3duHy 3paaka - "1
= TX {5a8) mae sinnosinaTi OCHOBHIM NNaMi Ha
XDOMATOrpaMi poasuHy crasgapty (SS)
laenTuchikavia Turany Poaunn Habyeae woBToro sabapenexHs “ "
alokcugy
KinbKicHWi amicT 95,0 - 105,0 % Big 3a3Ha4EHOT KinbKocT 98,4 -
avopPBACTATHHY
PoayvHenHs aTopeactatuiy | He meHwe 75 % (Q) ein 3aaHa4eHOT KinbKooT] g5 -99 -
npotarc™ 30 xeMnuH
Mikpofionariyka fKicTb — He Ginbwe 000 KYO g 11 - 2
3arankHa KinekicTs aepoGHux
MikpoopraHiamie {TAMC)
MikpoGionoriuHa akicTs — He Ginsiue 100 KYOB 1 r - *2
3aransHa KinekicTb
OPKANMOBUX T NAiceHeBwNx
pubis {TYMC)
MikpoBionoriuta skicys - BigeymHis 11 - *2
Escherichia coli

Np.* = Mpumitka

*1 He pyTurnmi metoa. BrnpoByeanHa npopoguTheA 1 paa Ha pik.
*2 BvnpeGyBanHA NPOBOAKTLCA BiANOBIAHO A0 nporpamu {onucana B MKH)

Oauui ceprudikar AKOCTi Mae enexTpoHHMA nignMc.
Ceprudhixat CTBOPEHO aBTOMATUNHO BANIL0BAHOK KOMT'IOTEPHOIC nporpamoto SAP.

Pata ppyxy cepruchikaty: 05.12.2024
Cropinka: 272




JEP/KABHA CJIY/KBA 3 JIKAPCbKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

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

BUCHOBOK
npo #iicTb BBE3eHOTo B YKPaiHy JIKapChLKOro 3aco0y

27.03.2025 Ne 15449/25/26

ATOPUC®

(uaitmeny sanns jlikapebkoro 3acofy 3riHO 3 peecTpaltifHuM NOCBIIMEHHIM)
TabJIeTKH, BKPHTI IUIiBK0B0I0 06010HKO010 110 20 Mr, o 10 TadieTok y GicTepi, mo 9
oJicTepiB y KapTOHHII KopoOui

(opma BuMycKy, J103yBaHHA, BU/L AKYBaHHA JIKapCLKOro 3aco0y)
Homep peecrpauditnoro riocsizucnns UA/5302/01/03 crpok aii peectpauiitioro nocsixuents HEOOMEKEHHH
Cepis nixapcbkoro 3acoby Ne DF(857 KinbkicTb BBE3€HOTO Nikapchkoro 3acoby 2200

BupoGinx KPKA, a.1., Hoso mecro, CrioBeHis

(naliMenysaHis BHPOOHMKA JlikapckKkoro 3acofy, KpaiHa NOXOKEHH)

Beeseno p Vipaiity Cnisibiie yKpaiHCLbKO-€CTOHChKE MIANPHEMETBS Y popMi TOBAPUCTBA
3 oGMesxenoro BignosinaabuicTio "Onrima-®apm, JITA", inenr. won:
21642228

(nadimenypanns ta koa 3a CJIPTIOY opuanunoi ocobu abo nipizsuine, im's, no 6atbkori (ismHnof
ocobu - nianpremig, 1 MicCic TPOXKHBANHS Ta peccTpalliitHuit lomMep 00AIKOBOT KAPTKM IIATHHKS
nojarkis abo cepist Ta HoMep nacnopra)

MpoToxon Bisyasnsnoro kontposo six 27.03.2025 N 928/01.10-25/1.

3a  pesyabTaTaMd  JEPKABHOIO KOHTPOIIO BCTAHOBJIEHO, 110 Jikapebkuit  3aci®  Beesedo B YkpaiHy 3
HOTPHMAHHAM:

BCTBA 11010 3a0e3reHeHHs SIKOCTI IliKElpChKI'IX 3aco0iB.

Haganbuuk Muxona XOJIOJEHKO

(inivianu ra npizsuie)

(nocanona soprany ro/K VI10)



KPKA, a. a., Hoso mecTo
CEPTUDIKAT AKOCTI YMPABIIHHS SIKICTIO
Wimap'ewka uecra 6
8501 Hoso mecTe
Cnosenis
Ten.: +386 7 3312 111
En. nowrta: info@krka.biz

Kop Ne: 711680

ATopuc®, TabneTku, BKpUTI nniskoBolo o6onoHKok, no 20 mr Ne 90

KpaiHa-BUpoGHMK: CrnoBeHis

1 TabneTka, BKpUTA NNIBKOBOIO 0GOMNOHKOIO, MICTUTL 20 Mr aTopBacTaTUHYy Y BUrNaai aTopBacTaTUHy Kanbuio
nikapcbka hopma: TabneTku, BKpUTI NniBKoBOI 0BONMOHKOK

po3mip i Tun nakyBaxHs: no 10 TabneTok y GnicTepi; no 9 6nicrepis y kopobui

Homep cepii: DF0857

Jata supobHuuTea: 01.2025 maTa aakiHYeHHst TepMiHy npuaaTHocti: 01.2027

PeecTpaliiiiHe NocBiAYeHHS Ne:
UA - UA/5302/01/03

HasBa i agpeca BUpoGHWKa, BiANOBIfaNbHOTO 3@ BUNYCK cepii: jJliueHsis Ha BUpoBHULTBO Ne:
KPKA pn.o., Horo mecto 800-16/2024-4

Wmap’ewka uecta 6

Hoeo mecTo, 8501, CrnioseHin

Poamip cepil: 24.930 LUT

Lium niaTeepaxyto, Wo BulleHaBeAeHa iHcbopmaLis € AOCTOBIPHOK Ta TOHHOH. Dana cepist nponyxuil 6yna supobrnexa
(BKIHO4aAOYK nakyBaHHs/MapKyBaHHs) | MpoMLLNa KOHTPONb AKOCTI Ha BULLIEBKa3aHil AiNbHULI B NOBHIM BIANOBIAHOCTI i3
suMoramMii GMP, BCTaHOBMEHWMU MICLEBAM DErynaTOpHUM OpraHoM, a TakoxX Y signosigHocTi po  cneundikauii
peecTpauiitHoi  [okymeHTaLlii, 3aTBepMkeHol B Ykpaidi ans [OCHiIKYBaHOro  NiKapchKoro sacoby. [lpoTokonu
BUPOBHULTBA, NaKyBaHHA i KOHTPONS SKOCTI nepesipeHi i BiAnosifaoTb BUMOram GMP.

Cepist BUNyLieHa Y BiANOBIAHOCTI i3 Ail040I0 Bepcieto MKA UA/5302/01/03.

Ocoba, BignosigansHa 3a sunyck i3 Ha puHoK
TaHs [pHoBLUeK

Q)m&é&ét

[aTta BUNycKy Ha PUHOK:
11.03.2025

[laTa apyky ceptudikaty: 12.03.2025

[aHuit cepTudikat AKOCTI Mae eneKTPOHHUIA Nianuc.
CropiHka: 1/2

CepTudikaT cTBOPEHO aBTOMETUYHO BanifoBaHOK KOMN'IOTEPHOD NPOrpamMoio SAP.
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CEPTUDIKAT AKOCTI

KPKA, a. a., Hoso mecTo
YNPABIIHHA AKICTHO

Wmap'ewka uecra 6
8501 Hoso mecto
CnroseHisi

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

Kog Ne: 711680
ATopunc®, TabneTku, BKPUTI NMiBKOBOIO o6ornoHkoto, no 20 mr Ne 90
KpaiHa-BUpo6HUK: CrioseHin
1 Tabnetka, BKpUTa NNiBKOBOIO 06OMOHKOK, MICTUTL 20 Mr aropBacTaTUHy y BUrMagi atopBacTaTUHY KanbUiro
nikapcbka popma: TabneTku, BKPUTI NNIBKOBOIO 060MOHKO
po3Mip i TMn nakyeanHsa: no 10 TabneTok y 6nictepi; no 9 6nicrepis y kopobui
Homep cepii: DF0857
Hata BupobHuyTea: 01.2025 l,[laTa 3aKiHYEHHs TepMiHy npugaTHocTi: 01.2027
Hassa nokasHukis Cneuudikauis PeaynbTtaru sunpobysaHb Mp.*
Onuc Bini, kpyrni, Tpoxu sunyxkni, skpuTi nniskosoko Bignosigae -
obonoHko TabneTku
OaHopigHicTb fo30BaHUX Mpuitmansre yucro (AV): He Ginblue 15,0 3,2 -
OAVHULIL — OHOPIAHICTL
BMICTy aTopBacTaTuHy
CynyTHi oMituku — ATN1 He 6inbwe 0,2 % <0,05 -
CynyTHi goMiwkm — ATN2 He 6inswe 0,2 % < 0,05 -
CynyTHi gomiuwiku — ATN4,5 He Ginbwe 0,2 % 0,07 -
CynyThi noMiwiku —~ ATN12 He Binbie 0,2 % <0,05 -
CynyTHi gomiwku — ATN13 He 6inbwe 0,2 % <0,05 -
CynyTHi gomiwku — ATN14 He 6Ginbwe 0,2 % < 0,05 -
CynyTHi gomiwkn — ATN15 He Ginbwe 0,2 % < 0,05 -
CynytHi gomiwkm — ATN16 He Ginblue 0,2 % 0,05 -
CynyTHi gomiuiku — ATL1 He Binbwe 0,2 % 0,05 -
CynyTHi AOMILIKM — oauHWYHA | He Ginblue 0,2 % 0,05 -
HeigeHTUdIKoBaHa AoMilKa
CynyTHi goMilKK — cyma He Ginswe 1,0 % 0,22 -
laeHTuchikauis aTopsacratuHy | Yac YTPUMYBaHHS Miky aTopeacTaTuHy Ha Bignosiaae -
-BEPX XpomaTorpami poauuHy apaska (SaS) mae sianosigaty
Hacy yTpumyBaHHs niky aTopeactatiHy Ha
Xpomatorpami posuuHy craHaapty (SS)
laentudixauis atopsacratuny | OcrosHa nnsmMa Ha XpoMarorpami po34uHy spaska - *
- TWX (SaS) mae BignosigaTy 0CHOBHIM NAAMI Ha
Xpomartorpami posuuHy crangapty (SS)
lneHTudbikauis Tutamy Poaunk Habysae xoBTOro 3aGapeneHHs - 1
Aiokeuay
KinbkicHuit smict 95,0 - 105,0 % Big 3a3HaveHol KinbkocTi 99,4 -
aropsacTatuHy
Posuntenns atopsacratury | He Menwe 75 % (Q) sig 3a3HayeHo KinbKkocTi 95 -97 -
npotsarom 30 XBUNUH
MikpobionoriyHa skicTs — He 6inblwe 1000 KYO B 11 - *2
3aranbHa KinbKicTh aepoBHUX
MikpoopraHiamis (TAMC)
Mikpo6ionoriyHa skicTs — He 6inbwe 100 KYO B 11 - *2
3aransHa KinbKicTs
APDKAXOBUX Ta NNiceHEBUX
rpubis (TYMC)
MikpoBionoriuna sikicTs - BigcytHis 1 - *D
Escherichia coli

Mp.* = Npumitka

*1 He pyTuHHuit MeTog. Bunpo6ysaHHs nposoauTLes 1 pas Ha pik.
2 BUNPOGYBaHHS MPOBOAUTLCA BiAMOBIgHO Ao nporpamu (onucaxa 8 MKS)

Hanuit ceptudikat sikocTi Mae ENeKTPOHHWUI nignuc.
CeptudikaT cTBOpeHO aBTOMaTUYHO BaNigOBaHOW KOMIT'I0TEPHO Nporpamoto SAP.

fata apyky cepTudikaty: 12.03.2025
Cropinka: 2/2
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