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,I[EP)KABHA CHYXDBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCHKIN OBJIACTI

npoB. CBITIHYHOT Ha,ui'f, 3, m.KuiB, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICTh BBE3CHOI0 B YKPAIHY JIKAPCbKOI0 3aC00y

08.12.2023 Ne 60091/23/10

EDJIOPAH

(HaliMEHYBAHHA JIKapChKOro 3acoly 3rigHo 3 peecTpalifiHiM NOCBIAUYEHHIM)

Tabaerkn mo 400 mr; mo 10 Tabserok y dyiaxoni; mo 1 ¢pyiakony B KapTOHHIH KopoOui

(popMa BUNyCKY, AO3YBAHHA, BUJ MaKyBAHHA JIIKApCbKOTo 3acoly)

Homep peecrpauiiinoro nocsinuennss UA/0928/01/01 crpox aif peecrpauitinoro nocsiguenus 01.01.2099

Cepis nikapcskoro 3acoby Ne C90448 Kinbkicte BBE3eHOrO Mikapeskoro sacoby 240
BupoGHuK _KPKA, n.1., HoBo mecro, CiioBeHis
(HaliMeHYBaHHA BUPOOHHKA JIIKAPCBLKOTo 3acoly, KpaiHa MOX0HKEHHS)
BBE3€HO B YKpaiHy ChijibHe YKpaiHCbKO0-eCTOHChKE MaNnpueMcTBO Y GopMi TOBApHCTBA
3 o0MexeHor0 BianosigaabHicTio "Onrima-®apm, JITA", inent. xox:
21642228

(HariMeHyBaHHs Ta ko4 3a €JIPTIOVY ropnanyunoi ocobu abo npi3suiLe, iM'a, 1o 6aTbKoB1 (M3UUHOT
ocoOu - manpHeMLd, ii MicLie MPOKUBAHHSA Ta peecTpaUiHHMAI HoMEp 0611KOBOT KapTKH MAaTHUKA
noaatkis abo cepigd Ta HOMEp MachHopTa)

[Tporokoa Bisyansuoro konrpomo Big 07.12.2023 Ne 3836/43.

3a pesyjbTaTaMyd JEPXKABHOTO KOHTPOJK BCTAHOBJICHO, [0 JIIKAPCBKHH 3acid BBE3eHO B YkpalHy 3
AOTPHUMAHHAM BuUMOT 3aKOHOAABCTBA LIOAO 3a0e3MeyeHHs AKOCTI JIKAPChKHX 3aco0iB.
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KPKA, 4. 4., HOBO MecTo
CEPTUDIKAT AKOCTI = _ YIPABNIHHA AKICTIO
| , [Umap'ewka uecra®

8501 HoBo mecTo

CnoeeHis
Ten.: +386 7 3312 111

En. nowsa: info@krka.biz

Kog Ne: 7F0877
Ednopan, Tabnetku no 400 mr Ne 10

KpaiHa-BUpOOHUK: CrioBeHis

1 TabneTka MicTiTb 400 Mr meTpoHiaasony

nikapckka doopma: TabneTku

'po3mip i TMn nakyBaHHA: no 10 Tabnerok y ¢drakoni; no 1 cdhnakoHy B kopoodL

Homep cepii: ©90448

OaTa supobHuyrea: 03.2023 Nata 3akinvyeHHs TepmiHy npuaatHocTi. 03.2028
PeecTpaliiiHe nocsigyerHs Ne; |

UA - UA/0928/01/01

Haasa i agpeca supobHuKa, BianoeiganbHoro 3a surnyck cepii: | JliLeHsis Ha BUPOOHMUTBO Ne:
KPKA p.a., HoBo mecto 800-13/2018-6

Limap’clwka Lecta 6 |
| HoBo MecToO, 8501, CrnoBeHinA

Poamip cepii: 2.975 LUT

Llum nigTEepMXyI0, WO BULLEHaBeAeHa iHhopMaLlia € AOCTOBIPHO Ta TouHOK. [aHa cepis npoayxuii byna BupobneHa
(BKIOYEIOUM NakyBaHHA/MapKyBaHHS) | NpoiiLuna KOHTPOsb AKOCTI Ha BULLEBKasaHil AinbHUL B MOBHIA BignoBigHOCTI 13
sumMoramn GMP, BCT2HOBMEHMMW MICLIEBUM PErynsTOPHAM OPraHoMm, a TakoX y BiAnoBigHOCTI A0 cneundikauii
peecTpauifHoi JokymeHTauil, 3aTeepaxeHol B YKpaiHi 4ns A0CnimKyBaHOro nikapcbkoro 3acoby. [lpoTokonu
BMPOBHULITEE, NaKyBaHHs! | KOHTPONA SKOCTI NepesipeHi i BianosiaatoTs BuMoram GMP.

Cepis swhymeHa Y Bi.qnoai,n,H_OCTi i3 Aitoyoto Bepcieio MKH UA/0928/01/01.

[laTa BUNycky Ha pUHOK: | Ocoba, Bi,u.noamanp:-la 3a BUNYCK J13 Ha puHoK
21.09.2023 | Tans JpHoBuiek

@ﬂuo\?é%,

NaHui cepTUdiKaT AKOCTi Mae enekTPOoHHWUI NignuC., ~ Dara ppyky cepudikaTy: 13.11.2023
CepTudikaT CTBOPEHO aBTOMATUYHO BariZ0BaHOK KOMI'IOTEPHOIO nporpamoto SAP. Cropinka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. a., HoBo MecTo
YIMPABNIHHA AKICTIO
LImap'ewka uecta 6

8501 HosO mecTo

CrioseHis

Ten.: +386 7 3312 111

En. nowrTa: info@krka.biz ___

Koa Ne: 7F0877

EchriopaH, Tabnetku no 400 mr Ne 10
KpaiHa-BUPOOHUK: CrnoBeHiA

1 Tabnetka MicTuTb 400 Mr meTpoHigasony
rnikapcbKka hopma: TadbrieTku

'po3mip i TN nakyBaHHs: no 10 TabneTok y d1akoHi; no 1 chsyiakoHy B kopodui

Homep cepii: C30448

[ata supobHuurea: 03.2023 [Nara 3akiHieHHa TepmiHy npugaTtHocTi: 03.2028

Haasa nokasHuUKIB CneuudikaLlis Pe3ynbTaTu BunpobysaHb [p.”

Onuc Kpyrri, Tpoxu asoonykni tabnetku sig Ginoro fo neab | Bignosigae -

JKOBTYBATOr0 KOMbOPY 3 HACIUKO 3 0aHOro 6oky

Po3naaaHHs He Ginbe 15 xBunvH y Boai npy Tem.37°C£1°C §-7 -

OAHOPIAHICTL 4030BAHNX | MpuimansHe wneno (AV) cknaaae He Ginsbwe 15,0 4,1 -

OANHWULL — OSHOPIAHICTE Macu

Po3nagaHHA | |

laeHTudikauia MeTpoHigasony | Po3unH Habysae YepBoHYBaTO-hiONETOBOrO Bianosigae .

— KONbOPOBa peakuis 3abapBneHHs

lneHTudikaLis meTpoHigasony | 14 crnektp eunpoGysaHoi cybcTaHLii mae signosigam | Bignosiaae -

— |9 cnekrpooTOMETRIA {4 cnekTpy craHaapTy

|neHTudikauis metponigasony | Mpnubnuaxo 150 °C Binnosigae -

— Temneparypa nnaeneHHs

CynyTHi a0MiLuKu He 6inbwe 0,5 % <=0,5 -

2-MeTuUn-5-HiTpoiMiaasosn ‘ |

KineKicHWA BMICT 95,0 - 105,0 % Big 3a3Ha4yeHOi KiNbKOCTI 89,7 -

MeTpoHinasony ‘ |

PosunkeHHs meTpoHigasony | He meHwe 85 % (Q) Bia 3a3HaveHol KinbKocTi 97 -102 -
‘ npotarom 60 XBUnuH

MikpobionoriyHa fKicTb — He binbwe 1000 KYO B 1T <10 *1

3aranbHa KinbKicTe aepobHKX |

MikpoopraHiamis (TAMC)

MikpoBionoriyHa akicTe — He 6inbwe 100 KYOB 1T <10 *1

3arankHa KinbKicTb

APIKAKOBUX Ta TICEHEBUX

rpubis (TYMC)

MixpobionoriyHa axkicTs - BipcytHiB 1T Binnosiaae

Escherichia coli

Mp.* = MNpumiTka

*{ BunpoByBaHHs NPOBOAUTLCH BignosiaHo Ao nporpamu (onucaHa B MKH)

 [aHwvit cepTudikaT AKGCTI Mae enekTPOHHWN nignmc.
CepTudikaT CTBOPEHO aBTOMATUMHO Banif0BaHQI0 KOMMIOTEPHOIO Nporpamoto SAP.

Data apyky ceptucpikary: 13.11.2023
Cropinka: 2/2
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