JEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npoB, Ceitnuunoi Haxii, 3, M. Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €/IPIIOY 37078774

BUCHOBOK
Npo SIKICTb BBE3€HOI0 B YKPaiHy JIKapChKOro 3aco0y

29.11.2023 Ne 58968/23/10

ATOPUC®

(Hai}meHyBaHHH JKapchKOro 3aco0y 3rigHo 3 peecTpaLiliiHAM FOCBIAYEHHIM)
Ta0JIeTKH, BKPHTI ILVTIBKOBOX0 000/10HKO010, 10 40 Mr o 10 Tabaerok y 0Jicrepi, no 3 dJicrepu

y KaETOHHii‘i Kogoﬁui
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(popma BUNyCKY, AO3YBAHHS, BUJ NaKyBaHHS AiKapChKOro 3acoby)
Homep peectpauiiinoro noceiguenns UA/8671/01/01 crpox xii peectpauiiinoro nocsingenus 01.01.2099
Cepis nikapcskoro 3acofy Ne NIM9145 Kinskicts BBE3€HOrO Nikapcskoro 3acoby 720

BupoGHuKk KPKA, n.1., HoBo mecto, Ci1oBeHIs -

(HaliMeHyBaHHS BUpOOHHKA JIIKAPCLKOro 3aco0y, kpaiHa MOX0HKEHHS)

BBeseHo B YkpalHy CnijibHe YKpaiHCbKO-eCTOHCbKE MiANPUEMCTBO Y (popMi TOBapucTBa

3 00OMeXxeHo10 BignoBigagabHicTO ""Ontima-Papm, JIT", inenr. xon:
21642228

(naitmMenysanus ta koa 3a CAPIIOY ropumuinoi ocodu abo npizpuile, IM's, 110 6aTbKOBi (PI3HUHOT
ocobu - mignpueMid, il Micle NpoKUBAHHA Ta peecTpaifHui HoMep 06IIKOBOT KapTKH TIaTHHKA
| nojatkip abo cepis Ta HOMED INacropra)

IIporoxoa BisyaasHoro koarpomo eia 28.11.2023 Ne 3764/18.

34 pesyJbpTATAMH  JIEPHKABHOTO KOHTPOJIIO BCTAHOBJIGHO, WIO0 JikapchkuM 3aci® BBe3eHO B YkpalHy 3
JOTPHMAHHAM BHMOT 3aKOHOAABCTBA 040 3a0€3MeUEHH AKOCTI JTiKapeChKHX 3ac00iB.

Bitaniit BOHIAPEHKO

(iwitdam Ta npiaspme)




KPKA, 4. 4., HoBo MecTo
CEPTUDIKAT AKOCTI YIPABNIHHA AKICTIO

LLimap'ewka uecra 6

8501 HoBO MecCTOo

CnoBeHin

Ten.: +386 7 3312 111

En. nowrTa: info@krka.biz

Kog Ne: 7F4270

ATOopUC®, TabneTku, BKPUTI NNiBKOBOK 000MOHKOK), No 40 mr Ne 30

KpaiHa-BUPOOHUK: CroBeHin :

1 TabneTka, BKpUTa nNiBKOBOI 0O0ONOHKOKD, MICTUTL 40 MIr aTOpBacTaTUHY Y BUrNaAi atopBacTaTUHY KanbUilo
Nikapchka chopma: Tadbnerku, BKpUTi NriBKOBOK 0OO0STOHKOK

po3mip i Tun nakyBaHHA: no 10 TabneTok y 6nictepi; no 3 6riicTtepu y KOpooL

Homep cepii: NM9145
[arta supobHuyrea; 09.2023 OaTa sakiH4eHHs TepMiHy npuaaTtHocTi: 09.2025

PeecTpauiiHe noceigvyeHHs Ne:
UA - UA/8671/01/01

Hasea i agpeca supobHUKa, BignoBsiganbHOro 3a sunyck cepii: |JliueHsia Ha BupobHuuTBO Ne:
KPKA a.a., HoBo mecto 800-13/2018-6

LLimap’ewika yecra 6

Hoeo mecTo, 8501, CnoBeHis

Poamip ceplii: 9.907 WUT

Lium nigreepaxyto, WO BULLEHaseneHa iHopmaLlia € AOCTOBIPHOW Ta ToUHO, [JaHa cepia npoaykuii Oyna snpobneHa
(BKTIOMAOYU NakyBaHHA/MapKyBaHHsA) | NpoMtuna KOHTPONb AKOCTI Ha BULLEBKa3aHiA AinbHWLI B NOBHIW BIANOBIAHOCTI I3
Bumoramm GMP, BCTaHOBNEHUMW MICUEBUAM PErynATOPHUM OpraHoM, a TaKoX Y BIANOBIQHOCTI A0 cneuudikaull
peecTpauiiHol  AokymMeHTauil, 3aTteBepaXeHO! B  YKpaiHi Ana gocnigpKyeBaHOro nikapcbkoro 3acofy. [lpoTokonu
BUPODHMLUTBA, NaKyBaHHA | KOHTPONA AKOCTI nepesipeHi i BignoeigaoTb Bumoram GMP.

Cepia BunyweHa y Bi,!J,I'IOBi,ﬂ,HIOCTi i3 girovoto Bepciero MKA UA/8671/01/01.

I

[lata BUNyCcKy Ha PUHOK; Ocoba, BigrnosiganbHa 3a sunyck J13 Ha pUHOK
13.10.2023 AHapes CeHiua

HaHun cepTudikaT AKOCTI Mae enekTPOHHWK nignuc. HaTa apyxy ceptudikary: 09.11.2023
CepTudhikaT CTBOPEHO aBTOMaTHUHHO BaNigoBaHoK KOMMA'IOTEPHOIO nporpamor SAP. CropiHka: 1/2

Axan doser 6 150027 e



CEPTU®DIKAT AKOCTI

KPKA, a. a., HoBo mecTo
YAPABNIHHA AKICTHO
LliMap'ewka uecra 6
8501 HoBo MecCTO
CnoseHin

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

Koa Ne: 7F4270

ATopuc®, TabneTku, BKpUTI NNiBKOBOIO 000M0oHKO, no 40 mr Ne 30
KpalHa-BUpPOOHUK: CrioBeHisA
1 TabneTka, BKpuTa nniBKoBOIO 060MOHKOK, MICTUTL 40 MF aTOpBaCcTaTUHY Y BUIMsiAi aTOPBACTATUHY KanbLilo
nikapcbka oopma: Tabnerku, BKpUTi NMiBKOBOK 000NOHKOIO
Po3Mip i TN nakyBaHHA: 1o 10 TabreTok y 6nicrepi; no 3 Gnictepu y kopooui

Homep cepii: NM9145

Hata supobHuurea: 09.2023

[lata 3aKiH4eHHa TepMiHy npugartHocTi: 09.2025

[p.* = MNpumiTka

* He pyTuHHUM meToa. BunpobysaHHA NnpoBoAUTLCS 1 pas Ha pik.
2 BUNPOOYBaHHA NPOBOAWTLCA BIANOBIAHO A0 Nporpamu (onucaxa B MKH)

Ha3Ba NoKasHuKis Cneuncikauis PesynbTat BUNpobysaHb Fp.”
Onuc bini, Kpyrni, TPOXK BUNYKNI, BKPUTI NNIBKOBOIO Bignosigae o
060N0HKOI TabneTku
laeHTUdIKalis TuTady PoaunH Haﬁyéae YXOBTOro 3abapBneHHs Bignosigae *1
AioKCHAY
lneHTMdikaLis atopeacTaTuHy | Yac yTpUMyBaHHS Niky aTopsacTaTuHy Ha Bigriosigae %
- BEPX Xpomarorpami po3vnHy 3paska (SaS) mae signosiaaTu
Yyacy yTPUMyBaHHS NiKy aTopBacTaTUHy Ha
Xpomartorpami po3unHy craHaapTy (SS)
laeHTUIKaLis aTopeacraTuHy | OCHOBHA NNAMA Ha XPOMaTorpami po3yKHY 3paska - "1
— TLUX (SaS) mae signosigaTi OCHOBHIM NNAMI Ha
' XpomMarorpami posvuHy craHaapty (SS)
OpHOpIARICTL A030BAHKX HpuiamanebHe vnueno (AV): He binbtue 15,0 2,8 .
O4UHWULL — OAHOPIAHICTD
BMICTY aTOpBacTaTuHy .
CynyTHi somiwkn — ATN1 -e Binblie 0,2 % <0,1 -
CynyTHi gomiuskm — ATN2 He Binswe 0,2 % <0,1 -
 CynyTHi Aomiliku —ATN4,5 He BinbLe 0,2 % 0.1 -
CynyTHi aomiwkn —ATN12 | He 6inbwe 0,2 % <0,1 -
CynyThi goMiwkn —=ATN13 | He 6inbwe 0,2 % <0,1 -
CynyTHi gomiwkn — ATN14 He Binbiue 0,2 % <0,1 -
 CynyTHi somiwkm —ATN15 | He 6Ginblwe 0,2 % <0,1 -
CynyTHi gomitwkm —ATN16 | He 6inbie 0,2 % 0,1 -
CynyTHi gomiwku —ATL1 He binbwe 0,2 % <0,1 -
CynyTHi 4oMiwky —oanHuyHa | He Ginbtue 0,2 % <0,1 2
HelfdeHTuMikoBaHa AOMILLKa -
CynyTHi AoMilLkY — cyma He Ginbiwe 1,0 % 0,1 -
3annLKOBUA METAHOR He Ginbuse 3000 ppm - *1
KinbKicHUN BMICT 050 -1C56,0 % Big 3asHaveHol KinbkocT 100,0 -
aTOpPBaCTaTUHY 5
PosunHeHHs aTopBacTatuHy | He MeHwWe 75 % (Q) Bia 3a3HaveHoi KinbKocTi 96 -99 -
' npotsirom 30 XBunuvH
Mikpobionoriyda AKicTs — He Ginbwe 1000 KYOB 1 - - 2
3aranbHa KinbKicTs aepobHUX
Mikpooprasismis {TAMC) -
MikpobionoriyHa akicTb — He 6inbwe 100 KYOB 1 ¢ - |
daranbHa KinbKiCTb
APHKOKOBUX Ta nNicCeHeBuX
rpnbis (TYMC) - .
Mikpobionorivda sKkicTb - BigcyTHI B 1T *2
Escherichia coli

L) n e

HaHun cepTudikaT SKOCT Mae enekIpoHKUA Nignuc.

ﬂaTa ApyKy cepTudbikary: 09.11.2023
CropiHka: 2/2

Ceprudikar cTsopeHO aBToMaTH4HO BaniaosaHo KOMM'IOTEPHOK nporpamoto SAP.




