KPKA,; A. a., HoBo MecTo
CE pTM@lKAT ﬂ KOCT' YIPABJIIHHA AKICTHO
| lLimap'ewka yecra 6
8501 Hoso mecro
CnoseHist
Ten.. +386 7 3312111
En. nowra: info@krka.biz

| Kog Ne: 7F4187

TENAQIMNIH, Tadbnerku, 40 mr/5 mr Ne 30

KpalHa-BupobHukK: CnoseHis

1 rabneTrka micTnTe 40 Mr TenMicaprary Ta 5 mr amnioauniny (y surnagi amnoaunivy decunarty)
TIiKapceKa chopma: TabneTku _

po3Mip i Tun nakysaHHsi: no 10 tabnerok y 6nictepi; no 3 6nicTepu y KAPTOHHIK KOPOOU

Homep cepii: SM5247

HaTta BupobHuurea: 11.2023 JaTa 3akiH4eHHAa TepmiHy npuaatHocTi: 11.2026
PeecTpauiiHe noceifjdeHHs Ne.

UA - UA/17332/01/04

Hasga i agpeca supobHKKa, BIANOBIAaNbLHOro 3a sunyck cepii: | fliuexsia Ha supodbHuuTBo Ne:
| KPKA a.a., HoBo mecro 800-13/2018-6

Uimap’ewka yecra 6

Hoeo mecTo, 8501, CnogeHist

Poswmip cepii: 9.006 WIT

Linm nigreepokylo, WO BUlLeHaBeeHa iHhopmauia € AOCTOBIPHOK Ta TOYHOW. [JaHa cepin npoaykuii byna supobneHa
(BKNIOYaKO4Y NaKyBaHHA/MapKyBaHHA) | NPOWLLNA KOHTPOME AKOCTI Ha BULLIEBKa3aHI AiNbHUL B NOBHIW BIANOBIAHOCTI i3
Bumoramm GMP, BCTaHOBAEHUMU MICLIEBUM PEryNATOPHUM OPraHoM, a TakKoX Y BiANOBIgHOCTI Ao cneundikauil
peecTpauinHol  foKymeHTauil, sateepaxeHol B YKpalHi Ana  AocnimkyBaHOro nikapcbkoro 3acoby. [lpoTokonw
BMPOOHULITBA, NaKyBaHHS | KOHTPONS AKOCTI NepesipeHi i BignoeigaTb Bumoram GMP.

Cepis sunyuieHa y signosigHocTi i3 gitouoto sepcieto MKA UA/M7332/01/04.

[lata BUNycKky Ha pUHOK: QOcoba, signoBigansHa 3a sunyck f13 Ha puHOK
22.02.2024 Mapis Bigiu

CepTudikat CTBOpPEHO aBTOMAaTUYHO BanNiZ0BaKow KOMN'IOTEPHOW nporpamoio SAP. Cropinka: 1/3




CEPTUDIKAT AKOCTI

KPKA, a. 4., Hoo mecto
YNPABJIIHHA AKICTIO
LLimap'ewka uecra 6
8501 Hoso MecTO

CnoseHin
Ten.: +386 7 3312 111

~ En. nowra: mfo@krka biz

Koa Ne: 7F4187

TENAOINIH, TabneTtkun, 40 mr/5 mr Ne 30
KpaiHa-BUpPOOHUK: CrioBeHIs

1 TabneTka mMicTuThL 40 Mr Tenmicaprary Ta 5 Mr amnoauniny (y Burnsai amnoauniHy oecunary)

nikapcbka doopma: Tadbnerkun

Po3Mip i TN nakyBaHHA: 1o 10 Tabnetok y 6nicTepi; no 3 6nictepu y KAPTOHHIA Kopooui

Homep cepii: SM5247

Hata snpodbHuurea: 11.2023

Hata 3akiHyeHHa TepMiHy npugartHocTi: 11.2026

1 NpOTAroM 15 XBUMNUH _

Ha3Ba NoKasHWKIs Cneundikauis PesynsTaTtn sunpobyeaxb Np.*
Onuc OsanbHi, 3nerxka a4soonykni, ABowaposi TabneTku, 3 Binpnosinae -
| 0AHOro BOKY KOPUYHIOBATO-KOBTOIG KONbLOPY,
Mapmyposi, 3 iHworo 60Ky —8ig Binoro 4o mamxe
o Binoro konbopy 3 rpasitoBaHHAM K3
OAHOPILHICTE A030BAHUX [TpunumansHe Ynucno (AV): He Binbwe 15,0 % 6,6 -
0AVHWLDL — OAHOPIAHICTL
BMICTY TenmicapraHy
OaHOpPIGHICTE 4030BAHNX [MpuimManeHe yucnoe (AV): He Binbwe 15,0 % 7.1 -
OAVHWLE — OAHOPIARICTD
BMICTY aMnogunnidy
lpeHTudikauia Tenmicaprady | Yac yrpumyBaHHs niky TenMmicapTary Ha ¥pomaTtorpami | Binnosigae -
- BEPX pPO34nHy 3paska (SaS) mae Bignosigat yacy
- YTPUMYBAHHA MiKY TenMicapTaHy Ha XpomaTorpami
e PO3YUHY CTaHAapTy (SS) o _
laeHTUMDIKayia Tenmicaprardy | HyokHA OCHOBHA NNAMa Ha XpomMatorpami po3unHy Bianosigae - -
— THIX 3paska (SadS) mae signosiaaTtn NNsiMi Ha Xpomarorpami
' PO3uuHy ctangapTy 1 (SS1) npnbnuaHo 3a 3HaA4YEHHAM
T Rf, po3mipom Ta 3abapeBnesHsm |
JAEHTUMDIKELIA aMNoauitiHY — | Hac yTpUMyBaHHA MiKy aMmnoanniny Ha xpomartorpami | Bianogsigae -
BEPX PO34YUHY 3pa3ka (SasS) mae BignosigaTtu vacy
| | YTPUMYBaHHS MiKy aMAoAuniHy Ha xpomaTorpami
o | PO3YUHY cTaHaapTy (SS) | ] o
lneHTUdIKauin amnoaunivy — | BepxHa OCHOBHA NASMa Ha XpOMaTorpami pOSHMHy Bignosinae -
TWX 13paska (Sas) mae Bignosifaty nnNAMi Ha xpomaTtorpami
| PO3UMHY CTaHaapTy 2 (SS2) npudnunaHo-3a 3HaYEHHAM
| Rf, posmipom ta 3abapBneHHAMm
CynyTHi 4OMitLKK | He 6inblue 0,2 % <= 0,10
| TenmicaptaHy — OAUHNYH] 1
1 CynyTHi 4OMIilLKN | He Binbwe 1,0 % <= (0,10
| TenmicapraHy — cyma | | ]
CynyTHi AoMilKW amnoaunity | He Ginblue 0,3 % <=0,10
{=amnoaunidy gomiwka D - |
1 CynyTtHi gomiwkn amnogunivy | He 6inbwe 0,2 % <=0,10
{ — iHLI OANHUYH :
1 CynyTHi gomiwkm amnoaunidy | He Ginbwe 1,0 % <= 0,10
1 —Cyma _ ) .
1 KinbKiCHUW BMICT 05 - 105 % Big 3a3HaYeHO! KINBKOCTI 99
i TenmicapTtaHy o
1 KinbKiCHUA BMICT amnogmnnidy | 95 - 105 % Big 3a3Ha4eHol KiNbKoCT] 103 -
Po3unHeHHs Tenmicaptady | He meHwe 80 % (Q) Bia 3a3HaueHO! KiNbKOCTi 97 -100 -
L L { npoTsarom 45 xsunuH o
{ Pe3ynHerHs amnogunniny { He meHwe 80 % (Q) Big 3a3Ha4YEHOI KiNbLKOCTI 97 -105 .

Hanui cepTudikat AKOCTI Mae enekTPOHHWA NIgANUC.
CepTudikaT CTBOPEHO aBTOMATUHHO BanNiAOBaHO KOMITIOTEPHO nporpamo SAP.

Mata Apyky cepTudikaTy: 28 02. 2024
CTODIHKE 2!3

ki e -—



KPKA, a. 4., HoBo mecTo
CEPTUDIKAT AKOCTI YNPABMIHHA AKICTIO
| LWmap'ewka yecra 6
| 8501 Hoso mecTo
CnoseHin
Ten.. +386 73312 111
En. nowra: info@krka.biz ..

Koa Ne: 7F4187

TENQINIH, TabneTku, 40 mr/5 mr Ne 30

KpalHa-BUpobHUK: CrnioBeHisn

1 TabneTtka micTuTb 40 Mr TenMicapTaHy Ta 5 mr amnoguniny (y sBurnagi amnoaunidy 6ecunary)
‘[ miKapcbKa (hopma: Tabnerku

po3mip i TMN nakysBaHHsA: no 10 TabneTtok y bnictepi; no 3 6nicrepu y KApTOHHIN KOpooui

Homep cepii: SM5247

Hata BupobHuuTea: 11.2023 Lata 3akiH4yeHHs TepmiHy npuaaTtHocTi: 11.2026
HasBa NOKa3HUKIB Cneuyudikauis PesynbTati BUNpobysaHb . [p.*
MixpoBionoriuHa akicTs —~ He Binbwe 1000 KYO 1 <10 | *1

3aransHa KinbKicTe aepobHnx
MikpoopraHiamis (TAMC) __
MikpoBionoriyHa sKicTb — He 6inbwe 100 KYO 811 <10 *
JaranbHa KinbeKicTs

APDKAXOBUX Ta NNICEHEBUX
rpubis (TYMCY ||

MikpoBionoriuHa sikicTb - BiacyTtHiB 11 Bignosigae 1
Escherichia coli
Mp.” = MNpumiTKa
*1 sunpobysaHHA NPOBOANTLCS BIANOBIAHO 40 Nporpamu {(onucaHa.s MKH)

Haxvn cepTudikaTt AKoCT Mae. enekTPOHRHUIA NigNuC. HaTa apyky ceptudikarty. 28.02.2024
CepTudikaT CTBOPEHO aBTOMaTUYHO Banif08aHOK KOMM IOTEPHOIO Nporpamoie SAP. CropiHka: 3/3




