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KPKA, a. a., HoBo mecTo
CEPTUDIKAT AKOCTI YNPABIIHS SIKICTIO
LLimap'ewxa yecra 6
8501 HoBo mecTo
CnoBeHin
Ten,: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7F2070

POKCUNEP, TabneTkn, BKpUTI NNiBKOBOK 000MOHKOW, 20 mr/8 mr/2,5 mr Ne 30

KpaiHa-BUPOOHUK: CnoBeHinA

1 TabneTka, BKpUTa NNiBKOBOK 000NMOHKOW, MiCTUTbL 20 Mr po3yBacTaTUHy (Y BUrnsA4i Kanbuilo po3yBacTaTUHY),
8 Mr nepuHaonpuny TepT-0yTUNaminy I 2,5 Mr iHaganamiay

nikapcbka popma: TabneTku, BKPUTiI NNiBKOBOIO 000JIOHKOKO

Po3Mip i TUN nakyBaHHA: no 10 TabneToK y 6nicrepi; no 3 6nicrepyn y KapToOHHIA KOpooOLi

Homep cepii: DD7164

Odarta supobHuuTea: 01.2024 [arta 3akiHyeHHs TepMiny npuaaTtHocTi: 01.2027

PeecTtpauinHe noceigyeHHs Ne:
UA - UA/M17731/01/03

HasBa | agpeca BupobHUKa, BigNOBIAanbHOro 3a Bunyck cepil: |JliueHsis Ha BupobHuLTeo Ne:
KPKA p.n., HoBo mecto 800-13/2018-6

lLimMap’cwka uecra 6

HoBo MecTO, 8501, CnoBeHin

Po3mip cepil: 6.401 LUT

Lium nigTBepaxyto, WO BULLeHaBeaeHa iHopMauia € AOCTOBIPHOK Ta TouHoo. [aHa cepis npogykuii 6yna supobneHa
(BKTIOMEHUN NakyBaHHA/MapKyBaHHSA) | Npoiilusia KOHTPOe AKOCTI HA BULLEBKa3aHi 4inbHWL B NOBHIN BiAnOBIAHOCTI i3
Bumoramu GMP, BCTaHOBREHMMW MICLUEBUM pPErynaToOpHUM OpraHoMm, a TakoX Yy BignosigHOCTI A0 cneuudikaly
peecTpalinHol AoKymeHTauil, 3aTBepkeHol B8 YkpaiHi gns gocnigkyeaHoro nikapcbkoro 3acoby. [poTokonu
BUPOBHULUTBA, NaKyBaHHS | KOHTPOMNS AKOCTI nepesipeHi i BianosigaoTs Bumoram GMP.

Cepia sunylleHa y BignoeigHoCTi i3 gitovoto sepcieto MKA UA/M17731/01/03.

JlaTta BUIYCKY Ha PUHOK: Ocoba, signoeigansHa 3a sunyck J13 Ha puHOK
05.03.2024 Hina Kipap

-~
| B

OaHui cepTudikaT AaKOCTI Mae enekTpoHHNUIA Nignue. Aara apyky ceptudpikary: 06.03.2024
CepTudpikar CTBOPEHO aBTOMaTMHHO BanigoBaHO KOMM' IOTEPHOIO Nporpamoto SAP. Ctopidka: 1/4

foa. an. WOl
@%903.. 2wt
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CEPTUDIKAT AKOCTI

KRKA

KPKA, . 4., HoBO MecTo
YNPABNIHHA AKICTIO
LLimap'ewka uecta 6

8501 Hoso MecTo
CrioseHisi

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

Ko Ne: 7F2070

POKCWUIIEP, Tabnetku, BKpUTI NNiBKOBOIO 00050HKOHD, 20 Mr/8 mr/2,5 mr Ne 30
KpalHa-BUpoOHUK: CnoBeHisn
1 TabneTka, BKpUTa NNiBKOBOIO OOOMOHKOK, MiCTUTEL 20 Mr po3yBacTaTvuHy (Y BUrnagl Kanbuilo posyBacTaTUHY),
8 Mr nepuHponpuny Tepr-dytunaminy i 2,5 mr inganamigy
nikapcbka dpopma: Tadbnerku, BKpUTI NiiBKOBOH 0OOMOHKOK

Po3MIp | TMR NakyBaHHSA: No 10 TadneTok y bnictepi; no 3 6nicTepy y KAPTOHHIA Kopooui

Homep cepil: DD7164

[ata supobHuurea: 01.2024

[aTa 3akiHYeHHs TepMiHy npuaatHocTi: 01.2027

HasBa noKasHuUKIB

Cneundikania

PesynbraTti BunpobyeaHb

Oonuc

brigo-poXeByBaTo-KOPUYHEBI, KPYri, anerka

ABOONYKNi BKPUTI NNiBKOBOK 0060N0HKOK TabneTku 3i
CKOLEHUMW Kpaamn, 3 sBurpasipysaHiM 3HakoMm PIR4 3

oaHoro Boky

Bianosigae

CynyTHI 50MiLIKK
nepuHaonpuny
TepT-OyTnamidy — [omitka

He 6inbwe 0,3 %

<= 0,10

B (nepnHaonpunar)
CynyTHI 4OMILLKK
poayBacTaTuHy — Jomiwka
RSL

He BinbLwe 0,5 %

<= (0,10

CynyTHi AOMIiLLKN
[lepuBgonpuny
TepT-6yTynamid - Jomika
AnketToninepasuH, DKP
(domittika F)

He 6inbwe 0,2 %

<=0,10

CynyTHI 4OMILLKK
[lepnHAONpUnYy
TepT-0yTUNamiH - flomiwka E

He Ginbwe 0.4 %

<= 0,10

CynyTHi oMilLKY
[lepuHponpuny
TepT-OyTUNaMiH - [HLWI
OANHUYHI

He 6inbue 0,25 %

<= 0,10

CynyTHi 40OMILWKK
FlepuHgonpuny
TepT-DyTMNamin - Cyma
(BKMOYaouy AoMmitky B)

He inbtue 1,4 %

<= (0,10

CynyTHi 4OMILWKY IHAanamig -
domiwka B

He 6inbwe 0,3 %

<= (0,10

CynyTHi pomilikn lnganamin, -
IHLLT OAUHWUYHI

He 6inbwe 0,5 %

<= 0,10

CynyTHi AoMilLku IKaanamig -
Cyma

He Ginbwe 1,0 %

<= 0,10

CynyTHi OMILLKN
FPosyBacraTuH - [lomitika
RSTP13

He Sinbwe 0,5 %

<= 0,10

CynyTHI BOMILLKK
Posysacratui - [lomiuika
RSA1

He 6inbwe 0,5 %

<= 0,10

CynyTHi AOMIlLKK

Po3yBacTaTuH - [HLLI 0AUHUYHI

He 6inbwe 0,2 %

<= 0,10

Hanun ceptudpikaT sKoCTi Mae enexTpoHHUIA nignuc.

CepTudgikaT CTBOPEHO aBTOMaTUYHO BaniA0BaHOK KOMM'IOTEPHO nporpamoio SAP.

HaTa aApyky ceptudcpikaty: 06.03.2024

CropiHka: 2/4
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CEPTU®IKAT AKOCTI

KPKA, a. a., HoBo MecTo
YIMPABITIHHA AKICTIO
LLimap'etuka Liecta 6

8501 HoBo mecTo
CnoBeHis

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

Kon Ne: 7F2070

POKCUTIEP, TabrnieTtkn, BKpUTi NNiBKoBOK 000NoHKOK, 20 mr/8 mr/2,5 mr Ne 30
KpaiHa-BUpOOHUK: CnoseRin

8 Mr nepuHaonpuny TepT-o6yTunaminy i 2,5 Mr iHganamigy
nikapceka dopma: TadbneTkn, BKPUTI NNIBKOBOK OOONMOHKOK
po3Mip i TMN nakyBaHHA: Mo 10 TabneTok y 6nictepi; no 3 6icTepyu Y KAPTOHHINA KOpooui

1 TabGneTka, BKpUTa nriBKoBOK 000SIOHKOK, MiCTUTL 20 Mr po3yBacTtaTuHy (Y BUrnsgi Kanbuito po3yBacTaTuHy),

Homep cepii: DD7164

Hata supobHuutea: 01.2024 | aTa 3akiHvyeHHsa TepmiHy npugatHocTi: 01.2027
HasBa nokasHUK|B Cneundikauis PesynbTaTy BUNPOOYBaHb Mp.*
CynyTHI ZOMILIKN He Binbwe 1,5 % <= 0,10 -
PosysacTtatuH - Cyma
(BKNtOMatou4n goMiiky RSL)
OpHopigHICTL 4030BaHKX IpunmansHe Yucno (AV). He Ginbwe 15,0 % 2,6 -
0O UHWLbL - OAHOPIARICTL
BMICTY NepuHaonpuny
TepT-6yTUnamiHy
OZHOPIAHICTE A030BaAHNX [puamansHe yucno (AV): He Binbwe 15,0 % 3,6 -
OBUHUUL - OQHOPIAHICTE
BMICTY iHAanamigy
OAHOPIAHICTL 4030BaHUX MpuiamanbHe Yucno (AV): He Ginbwe 15,0 % 2,8 -
OANHULUB - OAHOPIAHICTB
BMICTY po3yBacTaTury
laeHTUDikaUia nepuHaonpuny | Yac yrpumysaHHsa niky nepnBaonpuny Ha Bianosigae -
TepT-6yTUnaminy — YBEPX Xpomarorpami po3duHy 3paska (SaS) mae eignosinaTu

Jacy YTPUMYBaAHHA 11iKy NepuHaonpuny Ha

Xpomarorpami po3uuHy craHgapty (SS)
laeHTUDIKaLiA nepuHaonpuny | Naama Ha xpomaTorpami po3duHy 3paska 1 (SaS1) Bianoeigae -
TepT-0yTnnaminy — TLIX Mae signosigam npubnusHo sHaveHHw Rf Ta

3abapBneHH!o NANSMU Ha XpoMaTorpami posyuHy

cTaHaapty 1 (S51)
lneHTUdIKaUiA iHAanamiay — | Yac yTpuMmyBaHHsA niky iHaanamigy Ha xpomarorpami Bignosigae -
YBEPX PO3YUHY 3paska (SaS) mae BianosigaTu vacy

YTPUMYBAHHS MiKY iHganamigy Ha xpomarorpami

PO3YKHY CTarAapTy (SS)
lneHTMdikalia ivaanamiay — | Flnsma Ha xpomaTorpami posunHy 3paska 1 (SaS1) Bianosinae -
THIX Mae Bignoeinatu npubnusHo aHaveHHo Rf nnamu Ha

XpoMarorpami po3vuHy cradHgapty 2 (SS2)
lpeHTUikauia posysacraTuHy | Hac yTpuMyBsaHHs niky po3ysacTaTuRy Ha Bianosinae -
- YBEPX Xpomarorpami po3unHy 3paska (SaS) mae Bignosigat

qacy yTpUMyBaHHA MKy posysacTtaTuUHy Ha

XpoMarorpami po3yvuHy crangapry (SS)
ipeHTNgikauis posysacraTuHy | lNnsma Ha xpomaTtorpami posunHy spaaka 1 (SaS1) Bianosiaae -
- THIX Mae signosigaTt NpudnuaHo ssaveHHI0 Rf nnamu Ha

Xpomarorpami posumdy cranHgapty 3 (SS3)
KineKiCHUIA BMICT 96,0 - 105,0 % Big 3a3Ha4eHol KinbKOCTI 97,2 -
nepuHaonpuny
TepT-ByTunaminy
Kinbkichui BMICT iHaanamiay | 95,0 - 105,0 % Big 3asHa4veHol KinbKocTi 96,8 -
KinbKicH1iA BMICT 95,0 - 105,0 % Big 3a3HaueHoOl KinbKoCTi 97,6 -
PO3yBacTaTUHY
Hanun ceptudikaT SAKOCTi Mae enexTpoHHKIA Nignuc. HaTa pgpyky ceptudikary: 06.03.2024

CepTudikaT CTBOPEHO aBTOMaTUYHO BanifoBaHoK KOMR'IOTEPHOIO fporpamolo SAP. CropiHka: 3/4
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CEPTUA®IKAT AKOCTI

KRKA

KPKA, a. a., HoBo mecto
YMNPABJTIHHA AKICTIO
tmap'eluka Liecta 6
8501 HoBo mecTo
CnoBeHxin

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

Koa Ne: 7F2070

POKCWUIIEP, TabneTku, BKpUTi NNisKkoBO 000N0OHKOK, 20 Mr/8 mr/2,5 mr Ne 30
KpalHa-BUpOOHUK: CrioBeHis
1 TabneTka, BKpUTa NNiBKOBOI 00ONTOHKOI, MiCTUTL 20 Mr po3yBacTaTUHy (Y BUrnA4i Kanbuilo po3yBacTaTuHy),
8 Mr nepuHgonpuny TepT-oyTunaminy i 2,5 Mmr inganamigy
nikapceka copma: TabneTku, BKpUTI NNiBKOBOK 00O0NOHKOO

Po3mip i Tun nakyBaHHsA: No 10 Tabnerok y 6nicTepi; no 3 GnicTepu y KApTOHHIN KopooLi

Homep cepil: DD7164

[arta supobHuursea: 01.2024

ata 3akiHdeHHsa TepMiHy npuaaTHocTi: 01.2027

Hassa noka3HukiB Cneuudikanis Pe3ynbTaTh BUNpoOyBaHb p.*

PosunHeHHsA nepuHgonpuny | He meHwe 80 % (Q) Bia 3a3HaveHol KinbKoCTi 06 -98 -

TeTp-0yTUnaMisy npoTArom 15 xsUnuu

Po3unHeHHA iHpanamiay He meHwe 75 % (Q) Bia 3a3HaYeHOI KiNbKOCTI 92 -95 -
npoTtarom 45 xsunuH

Po3uuHeHHs posysactaTuHy | He meHwe 80 % (Q) Big 3a3HaueHol KinbKocTi 95 -97 -
npoTarom 15 XBunuH

MikpobionoriuHa skictb — He Binebwe 1000 KYO B 1 r <10 *1

3aranbHa KineKicTe aepobHunx

MikpoopraHismis (TAMC)

MikpobionoriyHa sikicTb — He 6inbtwe 100 KYOB1 T <10 *1

3aranbHa KineKicTe

APPKANKOBUX Ta nniceHeBux

rpubis (TYMO)

MikpobionoriyHa siKicTb - BiocytHiB1 1 Binnosigae *1

Escherichia coli

Mp.* = [NpymiTia

*1 BunpoBysaHHs NpoBOANTLCA BIANOBIAHO A0 Nporpamu (onucaxa B MKH)

JaHui cepTudikaT AkocTi Mae enekTpoHHUIA nignuc.

CepTudikat CTBOPEHO aBTOMaTUHHO BaNIAOBAHOIO KOMITIOTEPHOIO nporpamoto SAP.

fata ppyky ceptudcpikaty. 06.03.2024
Cropidka: 4/4




