CEPTU®IKAT AKOCTI

KPKA, a. a., HOBO MECTO
YNPABNIHHA AKICTIO
map'ewka yecra 6

8501 Hoso mecTo
CrnoseHis

Ten.;+386 7 3312 111
En. nowTa: info@krka.piz

Kog Ne: 7G9050

TENIMICTA HD 80, Ta6nerku no 80 mr/25,0 mr Ne 28
KpalHa-BUpOOHUK: CnoseHis

nikapceka dopma: TadbneTku

1 TabneTka MicTuTb 80 Mr Tenmicaprady i 25 Mr rinpoxnopotiaavay

po3mip i TUN nakyBaHHA: No 7 Tabnerok y GricTepi, no 4 onictepu y KapTOHHIW KopoOui

Homep cepii: SM3603

Oata supobHuuyrea: 06.2023

[aTta 3akiHyeHHs TepMiHy npugartHocTi: 06.2026

PeecTpauiiHe noceigvyeHHa No:
UA - UA/15860/01/01

Ha3sa i agpeca BUPOOHWKa, BignoBiAanbHOro sa BUNycK cepii:
KPKA a.n., HoBo MecToO

Llimap’ewka uecrta 6

Hoeso mecTo, 8501, CnoBeHis

Niuexsia Ha BupobHuyTeo Ne:
800-13/2018-6

Po3amip cepii: 3.907 LUT

Linm nigTeepaxyto, Wo BuuieHaseaeHa iHdopMauisa € JOCTOBIPHOKO Ta TOYHOI. [laHa cepis npoaykuii byna supobnexa
(BKMIOYAKOUMN NaKyBaHHA/MaPKYBaHHS) | NPoALLNa KOHTPOMb AKOCTI Ha BULLEBKa3aHIV AinsHWL B8 NOBHIN BIANOBIAHOCTI {3
suMoramy GMP. BCTAHOBMEHUMW MICLEBUM DPErynATOPHUM OpraHomM, a TakoX Yy BIANOBIAHOCTI A0 crietudpikaui
peecTpauiiHol  AOKyMeHTaull, 3aTBepiKeHol B YkpaiHi 4ns  [oCNimiKyBaHOro nikapCbKoro 3zacoby. [lpoTokonn
BUPOBHULITBA, MaKyBaHHs | KOHTPOMNSA AKOCTI nNepesipeHi i Bignosi4aoTe BUMOram GMP.

Cepist BURyLLEHa Y BignosigHoCTi i3 Aitodoto sepcieio MKH UA/15860/01/01.

[aTta BUNyCKy Ha PUHOK:
20.12.2023

Oco6a, signosiganbHa 3a Bunyck J13 Ha pUHOK
Mapiua bpuap
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[aruit cepTndikaT AKOCTI Mae eneKkTpoHHUIA nignuc.
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NaTa apyky ceptudikary: 11.01 2024

CepTudikaT CTBOPEHO aBTOMATUYHO BaNiA0BAHOK KOMMN' I0TEPHOIO NPOrpaMoio SAP. CropiHka: 1/3
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CEPTUDIKAT AKOCTI

KPKA, 4. A., HoBo MecTo
YOPABAIHHA AKICTHO
Ulmap'ewika LecTa 6
8501 HoBo MecCTo
CnoBeHis

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

Koa Ne: 7G9050

TENMICTA HD 80, Ta6neTtku no 80 mr/25,0 mr Ne 28
KpaiHa-BUPOOHUK: CnoBeHis

1 TabnieTka MicTuTb 80 Mr TenmMicapraHy i 25 mr rigpoxsiopotiasnay
nikapcbka coopma: TabneTkm
'PO3Mip i TMM NakyBaHHsA: No 7 TabneTok y 6nicrepi, no 4 bnicTepy y KapTOHHIA KopoOui

Howmep cepii: SM3603

Oata supobHuurea; 06.2023

[lata 3akiH4eHHs TepMiHy npuaaTHocTi: 06.2026

Ha3sa nokasHukis Cneuudikaus Pe3ynsTaty BUnpodysakb Mp.*
Onuc Big 6inoro A0 »oBTysaTo-0inoro KoNbopy 3 OAHOTO Bianosigae -
GoKy Ta KOBTO-MapMypoBi 3 iHworo 6oky ABOLIAPOB,
4BOONYKNi, 0BanbHi Tabnertku
laeHTUdbikayis 3anisa okcuay | Bumora 1-1. OpraHiyHui wap Habysae poXeBoro - *1
3abapBneHHs
lgeHTUdikalisn 3aniza okeuay | Bumora 1-2. MepBoHWUNA Konip PO3qWHY 3HNKAE - *1
lneHTUdikaLlin 3anisa okcuay | Bumora 2. MoBiNbHO YTBOPIOETLCA CUHIV 0CaA - "

lgeHTudikauin Uac yTpuMyBaHHA fiky rapoxnopoTiasugy Ha Bianoeigae -
riapoxnopoTiasuay - BEPX xpomaTorpami po3unHy 3paska (SaS) mae signoeigatv
yacy yTpuMyBaHHA niky rigpoxnopoTiasnay Ha
XPOMaTOFpami po3yKHY CTaHaapTy (S9)
lneHTUdikauia TenmicapTany | Yac yTpumyBasHa niky TenmicaptaHdy Ha xpomartorpami | Binnosigae -
-~ BEPX PO34YUHY 3paska (SaS) mae BignosinaTu Yacy
yTPMMYBaHHA NiKy TenMicapTaHy Ha XpoMatorpami
PO3HWHY CTaHAAPTY (SS).
OAHOPIAHICTE 4030BaHNX MpuiimansHe ynucno (AV): He Ginbwe 15,0 6,6 -
OAMHULb — OIHOPIAHICTh
BMICTY TeNMicapTaHy
OAHOPIAHICTL A030BaHNX MpuiMansHe yncno (AV): He Ginbwe 15,0 4,0 -
04NHULDL — OAHOPIAHICTD
BMICTY riApoXnopoTiasauay
CynyTHI ZOMilLKK — CYNyTH He 6inswe 0,5 % <= (0,10 -
[1OMILLIKK TigpoxnopoTiasnay —
JOMILLKa A
CynyTHi AOMILUKK — CYNYTHI He 6inbwe 0,5 % <= 0,10 -
AOMILLKK TiapoxnopoTiasnay -
agomiwka B
CynyTHi AOMILLKA — IHLL He 6inble 0,2 % <= 0,10
OQUHUYHI LOMILLKN
TenmicapTaHy |
rigpoxnopoTiasnay
CynyTHi AOMILLIKy - CyMa He Binbwe 2 % <= 0,10
KinbKicHWA BMICT 95 - 105 % Bia 3a3HaYEHO! KiNbKOCTI 98
rigpoxnopoTiasvgy
KinbKicHUW BMICT 95 - 105 % Bia 3a3HaYEHOI KiNbKOCTI 98
TenmicapraHy
Po3unHeHHs TenmicapTany He meHwe 75 % (Q) Bia 3a3Ha4YeHOT KiSIbKOCTI 101 -103
NPOTHroM 45 XBUNUH
PO34nNHEHHS He meHwwe 75 % (Q) Bia 3a3HayeHol KiNLKOCTI 96 -99 -
rigpoxnopoTiasnay NPOTArOM 45 XBUNUH

Mikpo6GionorivyHa aKicTb —
3aransHa Kinbkicte aepobHUX
mikpoopraHiamis (TAMC)

He 6inbwe 1000 KYO B 1T

*2

[annit cepTuddikaT AKOCTI Mae eNeKTPORHWNA Nignuc.
CepTudikaT CTBOPEHO aBTOMATUUHO Bania0s8aHoo KOMN'IOTEPHOK Nporpamoto SAP.

Narta apyky ceptudcpikaty: 11.01.2024
CropiHka: 2/3




KPKA, a. A., HoBO MecCTO
CEPTU®DIKAT AKOCT! YNPABNIHHA AKICTIO
[Imap'elka yecra 6
8501 HoeO mecTO
CnoseHid
Ten.; +386 7 3312 111
En. nowTa: info@krka.biz

Koa Ne: 7G9050

TEJTMICTA HD 80, tabneTtku no 80 mr/25,0 mr Ne 28
KpaiHa-BUpOOHUK: CrioBeHiA

1 TabrieTka MicTUTL 80 Mr TenmicapraHy i 25 Mr rigpoxnopoTiasnay

nikapcbka copma: TadbrneTku
po3Mip i TUN NakysaHHs: No 7 TabneTok y 6nicrepi, no 4 onicrepu y KapTOHHIA Kopooui

Homep cepii: SM3603

Hata supobHuutea; 06.2023 [lata 3akiH4eHHs TEpMiHy npuaartHocTi: 06.2026
Ha3sa nokasHuKis Cneuudikallis Pe3ynbTatt BUNpoOysaHb [p.”
MikpobionoriuHa aKicTe — He 6inbwe 100 KYOB 1T - 2

3araneHa KinbKICTb
LphKOXKOBUX Ta NNiCEHEBUX
rpubis (TYMC)
MikpoBionoriuHa sKICTb - BigcytHiB1 T - 2
Escherichia coli
Mp.* = MNpumiTKa
*1 He pyTuHHWIA MeToa, BunpoBysanHsa nposoanteca 1 pas Ha DIK.

*2  BUNpoByBaHHA NPOBOAUTLCA BIANOBIZHO A0 nporpamu (onucaxa B MKH)

[lanuit cepTuddikaT AKOCTI Mae eneKkTPOHHWA Nianvc. Nata apyky ceptudikaty: 11.01.2024
CepTudikaT CTBOPEHO aBTOMATUYHO BaNif0BaHolo KOMMN'IOTEPHOIO nporpamoo SAP. CropiHka; 3/3




