NEPSKABHA CJIYKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KAIBCBKIN OBJIACTI

mpoB. CeiTnuanoi Hanil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3eHOr0 B YKpaiHy JiKapcbKoro 3acody

05.12.2023 Ne 60068/23/10

- ~______opOMLII®
(HaliMeHYBaHHS NKapChKkoro 3acofy 3TifHo 3 peecTpaliiHUM TIOCBi{4EHHAM)
rpafy/IH Ja8 npurotysanus 60 mu (250 mr/S ma) cycnensii 4j1st OpajbHOro 3aCTOCYyBaHHI, 1

ps1axoH 3 rpanyJiamMu Ta 1 HINPUI 1/ OPANLHOr0 BECACHH I cycnensii B KapTOHHIA kopoOui

(opma BHITyCKY, NO3YBAHHS, BUJ, MaKyBAHHS JIIKaPCHKOro 3aco0y)

Howmep peectpauiitroro nocsizuenns UA/5026/01/02 crpox aii peectpautiiHoro nocsiauenys 01.01.2099
Cepis nikapcskoro 3acofy Ne LLA1802 KinekicTh BBe3eHoro Jikapeskoro 3acoGy 800

BupoOHHK KPKA, n.1., Hoso mecto, CiioBeHis

(HaliMeHyBaHHsA BUpoGHHKa Nikapchkoro 3acoly, KpaiHa IOXOMKEHH)

BBeseHo B YKpaiHy CrifibHe yKpaiHChbKO-eCTOHCHKE NiANPHEMCTBO Yy GOopMI TOBAPHCTBA

3 oGMesxeno1o BignosigaanuicTio "Onrima-@apm, JITIL", inenr. xon:
21642228 ____

(HaliMeHyBaHHs Ta koA 38 €JIPTIOY topuauanoi 0coGu aGo mpisBuie, IM'4, N0 0aThKOBI (PI3UUHO]
0co6H - minnpueMLs, ii Micle NPOKMBAHHS Ta peecTpauitinui HoMep 00IKoBOI KapTKH NJIaTHHKA
noaTkiB abo cepis Ta HOMEp I1aclopTa)

[iporokoa BizyamsHoro kontpouo six 05.12.2023 Ne 3836/20.

3a pesyibTaraMH JAEpPXKABHOTO KOHTPOJIO BCTAHOBJICHO, IO nikapcekuit  3aci® BBE3eHO B YKpalHy 3

JOTPHUMAHHAM BHMOr 3aKOHOAABCTBA LIOO 3a0e3MeueHHs SKoCT Jikapeskux 3acobis.

Biraniit BOHITAPEHKO

(iniudas Ta npi3BHIe)




| KPKA, a. a., HoBo MecTo
CEPTUDIKAT AKOCTI YIPABHIHHA AKICTIO
| | Lmap'eluka uecta 6
| o 8501 HoBo mecTo
CnoeeHis -
Ten.: +386 7 3312111
En. nowrTa: info@krka.biz

T e i

Kog Ne: 7E3800

®pominia®, rpaHynu AnsA npurotyBaHHA 60 mn (250 mr/s mn) cycneHsii Ans opanbHoro 3actocyBaHHA No 1
KpaiHa-BupoOHUK: CrnoBeHIA |

5 Mn cycneHsii (1 wnpuu) MicTUTL KNapuTpPoMiluHy 250 Mr

nikapcbka chopma: rpaHynu ans npurotysaHHA 60 mn (250 Mr/s mn) cycneHsii Ansg opanbHOTo 3acTOCyBaHHA
'po3mip i TMN nakyBaHHA: 1 dinakoH 3 rpadynamu Ta 1 wnpuuy Ans opanbHoOro BBEASHHA cycneHsii B kopobui
Homep cepil: LA1802

[ata supobHuurea: 09.2023 [aTta 3akiHieHHs TepmiHy npugarHocTi: 09.2025
PeecTpauiiHe nocsigyeHHa Ne:

UA - UA/5026/01/02

Haaga i agpeca BUpoBHWKa, BignosigansHoro 3a sunyck cepif: | flileHsia Ha BUPOOHUUTBO No:
KPKA p.a., HoBo mecTto . 800-13/2018-6

lLimap’cwka Lecta 6

Hoso mecTo, 8501, CnoBeHisA

Po3amip cepii: 9.400 LT

Linm nigTeepaxyto, WO BULLEHaBeAeHa iHhopMaLlis € AOCTOBIPHOW Ta ToyHoto. [aHa cepist npoaykuii 6yna supobrneHa
(BKMIOMAIOYN NaKyBaHHA/MapKyBaHHS) | NpoWLlna KOHTPOIb AKOCTI Ha BULLEBKa3aHi ginbHUUI B NOBHIMA BiANOBIQHOCT! i3
sumMoramu . GMP, BCTaHOBREHMMW MicUEBUM perynsTopHUM oOpraHoMm, a TakKoX Y BigrnoBigHocTi 40 cneuundikaii
peecTpaliiHol  JoKyMeHTaull, 3aTeepixeHol B Ykpaidi 4ns  gocnifmKyBaHoro nikapcbKoro sacoby. [lipoTokonu
BMPOBHNLITBA, MaKyBaHHSA | KOHTPONSA, AKOCTI NEpeBipeHi | sigrosigatoTs Bumoram GMP..

Cepiq émnyu.LeHa y BiANOBIAHOCTI i3 Ai040I0 BEPCIEHD MKS UA/5026/01/02.

[laTa BUNYCKY Ha PUHOK: Ocoba, signosigansHa 3a Bunyck 13 Ha pUHOK
17.10.2023 TaHa dpHoBLUeK

| Q)ﬁuow&g\

NaHui cepTidikaTt AKOCTI Mae enexTPOHHUA NiaNKC. NaTta apyky cepTudikary: 13.11.2023
CepTudikaT CTBOPEHO aBTOMaTUMHO BaNif0BaHO KoM I0TEPHOI nporpamoto SAP. CTopiHKa: )/p
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CEPTUDIKAT AKOCTH

KPKA, a. 4., HOBO MECTOo
YNPABNIHHA AKICTHO
imap'elika uecra 6
8501 HoBo mMecTO

CnoBeHis
Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7E3800

®pominia®, rpaHynu ans npurotysaHHsi 60 mn (250 mMr/5 M) cycneHsil AnsA opasibHOro 3acToCyBaHHA No 1
KpaiHa-BUPOOHUK: CroBeHiIs |
5 Mmn cycneHsii (1 Wwnpuu) MicTUTb KNapUTpoMiunHy 250 Mr
nikapcbka hopma: rpaHynv ans npurotysaHHsa 60 mn (250 Mr/5 mn) cycneHsii Ana opanbHOro 3acTocyBaHHSA
po3Mip i TuN nakyBaHHA: 1 hriakoH 3 rpaHynamu Ta 1 wnpuy Ans opanbHoOro BeeAeHHA cycneHsii B kopobui

Homep cepil: LA1802

Nara supobHuurea: 09.2023

[laTa 3aKiHYeHHA TepMiHy npuaaTHocTi: 09.2025

copbary

Haaea nokasHukis Crieuncpikaulis | PesynbTaTv BUNpodyeatb [p.*
Onuc rpanyn ManeHbKi HeoaHopiaHi rpaHyny Bia 6inoro o mamxe | Bianosigae .
6inoro KonLoOpY 3 anenbLCUHoOBKM apoMaToMm
Onuc cycneHsit 3a3Hayeny KinbKictb 0OMMILEHO! BOAW NEPEHOCHTD Y Bianosinae =
chnakoH 3 rpaHynamu i cTpywyloTe 6nmabko 30 cekyHA.
[oTOBa cycnexsia mamke Binoro konbopy 3
anenbLCUHOBUM apoMaToOM MiCTUTL PIBHOMIPHO
PO3NOAINEH HeoAHOPIAHI rPaHyny
OpHopigHiCTs Mmacu A03, wo | He Ginblue aBOX IHAWBIAYANbHUX Mac BiAXUNATLCH Binnosinace -
BUTAra0THCA 3 BiA cepeaHbLOi Mack Ginbwe HixX Ha 10 %, i xogHa 3
6araToL030BUX KOHTENHEPIB | HUX HE NOBUHHA BIRXMNATUCA Bia cepeAHbol Macy
Binbiue Hix Ha 20 %
Bypata macu npu He 6inbiwe 2,0 % 0,8 -
BMCYLUYBaHHI - Maca 3pasky:.
1,0 r rpadyn — Bakyym;
TemnepaTypa BUCYLWYBaHHA
60 °C, yac BUCYLLYBaHHA 3
rod
3HaveHHs pH 40-5,0 4,8 -
|neHTUikauis TMTany PoayuH B Tvrni Habysae Bif KOBTOro [10 Bianosiagac *1
AloKcuay nomapan4esoro 3abapenexHs | |
laeHTUMDIKaLA Yac yTpUMyBaHHs Miky KnapuTpomiLuHy Ha Bipnosigae -
knapuTpomiunHy -BEPX XpomaTorpami poayuHy apaska (SaS) mae pignosigatm '
yacy yTpUMyBaHH# NiKy KnapuTPOMILIMHY Ha
Xpomarorpami po3unHy ctasaapTty (SS)
jneHTuiKaLlin OcHoBHa Nrama Ha xpomarorpami po3duHy apaska -
knaputpomivuHy ~ TLLIX (5aS) mae 8ianosigaT OCHOBHIN NNAMI Ha
XpoMaTorpami poaumnHy ctaHaapTy (SS) 3a
sabapsneHHsM, PO3Mipom Ta 3HayeHHsaM Rf
laeHTUiKaLia kanito copbaTy | Yac yTpuMyBaHHS MKy copBiHOBOT KUCNOTW Ha Bianosigae
- XpomaTorpami poavuHy 3paska (SaS) mae signosigam
yacy yTpUMyBaHHA Niky copbiHoBol KuCnoTM Ha8 -
XpoMaTorpami posunHy craHaapTy (S9)
CynyThi gomiwky - gomiwka || He Ginbwe 2,0 % 0,5
CynyTHi AOMILLKM - iHWI He Ginbtue 1,0 % 0,3
OANHNYHI ineHTUDiKoBaHi T2
HeipeHTNMIKoBaH |
CyryTHI AOMILLKU — CYyMa He GinbLue 3,5 % 0,7
nomMiwok - BEPX
KinkKicHUIA BMICT 92,5 - 107,5 % sia 3a3Ha4YeHOl KiNbKOCT 98,5 =
KNapuT pomiLHy .
KinskicHui BmicT kanio 80,0 - 120,0 % sin 3asraveHol KinbKOCTI 108,3 8

NaHuin cepTudikaT AKOCTI Mae enekTPoHHUA Nianuc. -
CepTudikaT CTBOPEHO aBTOMATNHHO Banif0BaHOK KOMM'I0TePHO NPOrpamMoio SAP.

Oata apyky ceptucbikaTty: 13.11.2023
CropiHka: 2/3




KPKA, a. 4., Hoso mecTo

CEPTU®IKAT SIKOCTI | | I YNPABIIHHSA AKICTIO

lLImap'ewka Liecra 6

8501 HoBO MecCTO
CnoBeHis

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

Kog Ne: 7E3800

®pominia®, rpaHynu aAns npurotyBaHHs 60 M (250 mr/5 mn) cycneHsii Ans opasnbHOro 3acTocyBaHHA Ne {
KpaiHa-BBPOoOHUK: CROBEHIs |

5 Mmn cycneHsii (1 wnpuu) MicTUTL KnapuTpoMiuuny 250 mr

nikapcbka thopMa: rpanynv ans npurotyBaHHs 60 mn (250 mr/5 mn) cycrnieHsii Ansa opasibHOro 3acToCYBaHHA
 poamip i TMN nakyBaHHs: 1 driakoH 3 rpaHynamu Ta 1 wnpuu AnsA opanbHOro BBeAeHHs CYCNeHsIlB KopoOui

Homep cepii: LA1802

Oata supobHuuTea: 09.2023 . |ﬂa1'a 3aKiHYEHHs TepMiHy npuaaTHocTi: 09.2025

Hassa nokasHuKIB CneundikaLlis PesynbTaTh Bunpobysatb | o1 Mp-
MikpoBionoriuHa sikictb — . | He Ginblue 1000 KYO B 1 ¢ : | . B
3arankeHa KinbkicTe aepobHunx |

MikpoopraHiamis (TAMC)

Mixpobionoriuna sikicte = | He Ginbwe 100 KYOB 1T - *2

3aranbHa KineKicte -
APPKAXOBUX Ta NNICEHEBUX
rpmbie (TYMC) _
MikpobionoriyHa akicTb - BigcyTHiB 1T - | - | 2
Escherichia coli ' =
Mp.* =TMNpumiTka : .
*1 He pyTvHHuit MeTog. BunpoByBaHHs nposoauTbca 1 pas Ha pik.

*2 BuNpobyBaHHA NPOBOAUTLCS BiANOBIAHO A0 rnporpamu (onucaHa 8 MKA)

Nanuid ceptuddikaT AKOCTI Mae eneKkTpoHHUA nianuc. Hara BPYKY ceptudbikaty: 13.11.2023
CepTudikat CTBOPEHO aBTOMAaTWYHO BarifoBaHO KOMITIOTEPHOIO fiporpamoto SAP. CropiHka: 3/3




