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JAEPIXKABHA CJIY2KBA 3 JIKAPCBKUX 3ACOBbIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBHKIM ObBJIACTI

rnpos. Ceitnuudol Haxnil, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
PO AKICTH BBE3CHOIr0 B YKpaiHy JIKAPCHKOIo 3ac0o0y

07.12,2023 Ne 60556/23/10

ATOPUC®

(HaliMeHyBaHHS JIKAPChKOro 3aco0y 3TiAHO 3 peec*rparziﬁﬂnm MIOCBITHYECHHSM)
Ta0JeTKU, BKPUTI NJIIBKOBOIO 000/ I0HKO010, 10 10 mr nio 10 Tadaerok y OJicrepi, no 3 6Jaicrepu

Y KapToHHiii KopoOui

(opma BHITYCKY, HO3YBAHHS, BUI ITAKyBaHHS JiKapCchkoro 3acoby)

Homep peectpauiinoro nocsingenns UA/5302/01/02 crpok nii peecrpauiituoro nocsiguenns 01.01.2099

Cepis nikapcekoro 3acoby Ne DD2791 Kinekicts BBE3eHOTO Jikapeekoro 3acoby 53400
BupoGHHK KPKA, n.1., HoBo Mecto, CiioBeHist
(HaliMeHyBaHHs BUPOOHHUKA NIIKAPCLKOro 3acoly, KpalHa NOX0HKSHHS )
BBE3€HO B YKpaiHy ChniibHe YKpaiHChKO-eCTOHChKE MiANPHEMCTBO YV (hopMi TOBapHCTBA
3 00MexkeHO BianosipaabHicTIO ""OnTiMa-Papm, JTA", inenr. xox:
21642228

(HaliMeHyBaHHA Ta koA 3a CJIPIIOY ropuauunoi ocobu abo npissuine, iM'sa, o 6aTbkosi (isuyHoi
ocobu - mianpuemid, il MiCLIE NPOXUBAHHA Ta peecTpaLliHUil HoMep 00/ IKOBOT KapTKK MJIaTHHKA
NoJaTKiB a0 cepis Ta HOMED IMacopTa)

Iporokoa Bizyansuore kourpomo sin 05.12.2023 Ne 3857/14.

3a pe3yiabTaTaMK JEPXKaBHOTO KOHTPOJX BCTAHOBJEHO, 110 Jikapcekud 3aci® BBeseHO B VYkpalHy 3

AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA 11040 3a0€3MeUeHHs AKOCT] JIIKapChKkUX 3ac00biB,




| KPKA, 4. 4., Hoso MecTo
CEPTU®IKAT AKOCT] YIIPABIIHHA AKICTIO
LLimap'ewka uecra 6
8501 HoBo MecCTO
CnoBeHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7F4272

ATopuc®, TabneTkn, BKpUTi NMIiBKOBOK 000ONOHKOK, NO 10 mr Ne 30

KpaiHa-BUpoOHUK: CrioBeHis

1 TabneTka, BKpUTa nyiBKOBO 060MNOHKOK, MiCTUTL 10 Mr aTopBacTaTUHY Yy BUrNsiAi aTopBacTaTUHY KanbLito
nikapcbka hopma: TabneTku, BKpUTi NNIBKOBOK OOONOHKOMO

'po3mip i TuN nakyBaHHs: no 10 TabneTok y GnicTepi; no 3 bsicTepu y Kopooui

Homep cepii: DD2791
[ara supobHuurea: 10.2023 NaTa 3akiH1eHHs TepMmiHy npuaatHocTi: 10.2025

PeecTtpauiiiHe noceiavyeHHa Ne:
UA - UA/5302/01/02

Ha3zBa i agpeca BUpoBHWKa, BignoBsiganbHoro 3a sunyck cepii: | JliueHsisa Ha BUPOBHNLITBO Ne:
KPKA a.n., HoBo mecTo | 800-13/2018-6

LUimap’ewska uecta 6

HoBo mecTo, 8501, CnoeeHinA

Po3mip cepii: 18.659 LT

Linm niaTeepaxyto, Wo BuLleHaBeAeHa iHpopmallia € AOCTOBIPHOIO Ta TouHO.. [laHa cepif npoaykuii 6yna supobrera
(BKMIOYAIOUM NaKyBaHHA/MapKyBaHHS) | NPOALLING KOHTPOrb AKOCTI Ha BULLEBKa3aHIli AinbHULI B NOBHIN BiAMNOBIAHOCTI |3
sumoramy GMP, BCTaHOBMEHUMW MiCLUEBAM PETYNATOPHUM OpraHoMm, a TaKoxX Y BignosigHocTi A0 cneuundikauil
peecTpauiiHoi AOKyMeHTauil, 3aTBepAXeHol B Ykpaidi AnAa [OCcnigkyBaHOro nikapCbKoro 3zacoby. [lpoTokonw
BMPOGHULITBA, NaKyBaHHs | KOHTpONA SKOCTI NepeBipeHi i BiANOBIAAOTL BUMOraM GMP.

Cepist BUNyLLEHa Y BiANOBIAHOCTI i3 ,qiroqoré BEPCIEIO MKS UA/5302/01/02.

aTa BunNycKy Ha pUHOK: Ocoba, signosiganbHa 3a sunyck J13 Ha pUHOK
10.11.2023 AHapes CeHiua

5

[Oaxuit cepTndikaT AKOCTI Mac ENeKTPOHHWUIA NIANUC, [NaTa ApyKy ceptudikary: 16.11.2023
CepTudikaT CTBOPEHO aBTOMATULHO Banif0BaHOIO KOMITIOTEPHOID NPOrpamMoro SAP. CropiHka: 1/2 P
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CEPTUDIKAT AKOCTI

KPKA, a. A., HoBo MecCTo
YINPABNIHHA AKICTIO
Uimap'ewika vecra 6

8501 Hoso mecTo
CnogeHis

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

Mp.* = FpumiTka

*{ He pyTuHHWI MeToa. BunpobyBaHHs npoBoanuTLCA 1 pas Ha pik.
*2 BUNpo6yBaHHA NPOBOAKTLCS BIANOBIAHO A0 fiporpamu (onucaHa B MKH)

Janni cepTudikaT sKOCTI Mae eNeKTPOHHUA Nignuc.
CepTudikaT CTBOPEHO aBTOMAaTH{HO Bari40BaHO0 KOMIIOTEPHO Nporpamoio SAP.

Koa Ne: 7F4272
ATopuc®, Tabnerku, BKpUTi nniBkoBoto 060noHkKoro, no 10 mr Ne 30
KpalHa-BUPOOHUK: CroBeHis
1 TabieTka, BKpUTa NNiBKOBOI 0GOMOHKOI0, MICTUTL 10 MIF aTopBacTaTUHY Y BUINAAI aTOpBacTaTUHY KanbLio
nikapcbka popma: TabnieTku, BKPUTI NNIBKOBOK 0OONOHKOK
'po3mip i TMI nakysaHHA: no 10 Tabnerok y Gnictepi; no 3 6nicTepu y kKopoous
Homep cepii: DD2791
[aTa BupobHuutea: 10.2023 [aTta 3akiH4eHHs TepmiHy npuaaTHocTi: 10.2025
Hassa NoKa3HWUKIB Cneuudikauis PesynbTaTi BUNPOOYBaHb p.*
Onuc Bini, Kpyrni, TpoXu BUNYKAI, BKPWUTI NNIBKOBOIO Bianosiaae -
06010HKOI0 TabneTku
OpHopiaKiCcTb 4030BaHKX MpuiimanbHe yucno (AV): He Binblie 15,0 2,3 .
0ANHKULE — OAHOPIAHICTD
BMICTY aTOpBaCcTaTUHY
laeHTUbikallis aTopeacTaTuHy | Yac yTpuMyBaHHS NiKy aTopBacTaTUHy Ha Bignosigae -
- BEPX XpoMaTorpami posunHy apaska (SaS) Mae Bianosigat
Jyacy yTpUMYBaHHA NiKy aTopBacTaTuHy Ha
XpoMarorpami posuunHy craHaapTy (SS)
lneHTUdiKauia aTopeacTaTuHy | OCHOBHa NnAamMa Ha XpomaTtorpami po3unHy 3paska - *1
— TIUX (SaS) mae BignosigaTk OCHOBHIK ANAMI Ha
Xpomarorpami posuuHy cTaHaapTy (SS)
laeHTUdIKauis TMTaxy Po3uuH Habyeae xoBToro sabapereHHs - *1
fiokcuay
 CynyTHI foMiwKK —ATN1 He Ginbwe 0,2 % <0,1 :
CynyTHi AoMiwkn — ATN2 He 6inbwe 0,2 % <(0,1
CynyTHi Aomilsku —ATN4,5 He Ginsbwe 0,2 % 0,1 -
CynyTHi gomillky — ATN12 He Ginbwe 0,2 % <0,1 ;
CynyTHi gomiikn — ATN13 He 6inbwe 0,2 % <0, -
CynyTHi aomillikn — ATN14 He Ginble 0,2 % <0, -
CynyTHi Aomittikn —~ ATN15 He 6inbie 0,2 % <0,1 a
CynyTHI aoMmilwku —ATN16 He 6inbwe 0,2 % 0,1 -
 CynyTHI aoMilliku — ATL1 He 6inbwe 0,2 % <0,1 -
CynyTHi oMitlky — ognnunyHa | He 6inblie 0,2 % 0,1 -
HeineHTUikoBaHa AoMILLKa
 CynyTHi AOMILLKW — CyMa He Ginbe 1,0 % 0,2 -
KinbKicHWX BMICT 95,0 - 105,0 % Big 3a3Ha4eHOl KiNbKOCT 994 -
aroppacrtatuHy '
PoaunHeHHs aTopeactatuHy | He meHwe 75 % (Q) Bia 3a3HaueHol KinbKocTi 97 -99 2
npotarom 30 XBUuH .
Mikpo6ionoriyHa AKIiCTL — He Ginbwe 1000 KYO B 1T - "2
3aranbHa Kinekicte aepobHNX
MikpoopraHiamis (TAMC) 5
MikpoBionoriyHa siKicTb — He Binbwe 100 KYOB1 1 - *2
3aranbHa KinbKiCTb -
APPKANKOBUX Ta NfliCeHEBNX
rpubie (TYMC)
MikpoBioforiuna siKicTb - BigcytHiB 1 2
Escherichia coli

Nara apyky ceptmucbikaty: 16.11.2023
CropiHka: 2/2




