JEPKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUCBI

npos. Haait Ceitnuunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHUCHOBOK
Ipo SIKICTH BBE3eHOro B Y Kpaily JikapcbKoro 3acody

30.01.2025 Ne 4411/25/26

EHATII®-H

(naitmenyBaHHs NiKapchKOro 3acoby 3rijlHO 3 PECCTPALIMHHM 1TOCBIHEHHSM)
tatdaeTkn o 10 mr/25 mr; no 10 Taduaerok y 6aicrepi; mo 2 6JicrepH y kapToHHii KopoOui

((popma Brinycky, 103y BaHHsl, BH/ HAKY BAHHS JIKAPCHKOro 3acoBy)
Howmep peectpauiitnoro nocsinuenns UA/4255/01/01 crpok ait peectpauiitnoro nocsinuents HEOOMEKEHUH
Cepis nikapebkoro 3acoby Ne NN6737 Kinbkicts BBeseHoro nikapebkoro 3acoby 3840

BupobHuuk KPKA, n.1., Hoso mecto, CrioBeHist

(HakimMeHyBaHHs BUPOOHMKA Jlikapchkoro 3acody, Kkpaita noXomKerHs)

Crisiibie ykpaiHchbK0-eCTOHChbKe NiANpHEMETBO Y (popMi TOBapHcTBA
BgeseHo B Ykpaity 3 oOMeskeHoI0 BianoBinansHicTio "OnTtima-Papm, JITA", izent. con:
21642228

(naiimeuyBanns ta ko 3a CAPTIOY opuantunot ocodu abo npissuie, imM's, no Gatuiosi ¢hizuunol
0COOM - MAIpPHEML, Ti MiClie TIPOKHBANHS Ta peecTpallifituit noMep o0iKOBOT KapTKKH NAaTHIHKA
nojarkin alo cepist Ta Homep racropra)

MpoTokoa Bizyansnoro kourposio sin 30.01.2025 Ne 193/01.10-25/60.

3a pes3yabTaTaMW  [CPKABHOIO  KOHTPOJIIO  BCTAHOBJICHO, 110 Jikapcbkuit 3aci® BeeseHo B YkpaiHy 3

JOTPUMAHHAM BUMOT 3aK0HOAABCTRA LLO/O 3a0e3neueHs IKOCTI NikapChKux 3aco0iB,

77 L Bikrop MAXHOBELIb

Vs
(nipnumc) (iniujany Ta npissHine)




KPKA, a. 4., HoBo mecTo
YNPABNIHHA AKICTIO
CEPTUDIKAT AKOCTI htonaua ecTa 6
8501 Hoeo mecTo
CrioseHin
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Koa Ne: 7H9863

Enan® - H, Tabnetku no 10 mr/25 mr Ne 20

KpaiHa-BupoGHMK: CnoseHis

4 Tabnerka MicTuTb 10 Mr eHananpuny maneary i 25 mr rinpoxnoportiasnay
nikapcbka chopma: TabneTku

po3Mip i Tun nakysants: no 10 Tabnerok y 6nicTepi; no 2 6nicrepn y Kopobui

Homep cepii: NN6737
[ata BupoGHuuTBa: 11.2024 |,£1aTa 3aKiHUEHHs TEpMiHY npuaaTtHocTi: 11.2029

PeecTpaliiiHe nocBig4YeHHst Ne:
UA - UA/4255/01/01

HaaBa | agpeca BUPOGHMKa, BIANOBIAANEHOIO 3a BUNYCK cepii: |JliueH3is Ha BUPOOHMLITBO Ne:
KPKA a.4., HoBo mecto 800-16/2024-4

Wimap’cwka uecra 6

Hoeo MecTo, 8501, CrioseHis

Poamip cepii: 18.995 WIT

Lvm nigTeepaxyto, Wo BullieHaseaeHa iHpopmaLlin € AOCTOBIPHOIO Ta TOYHO!. [aHa cepis npoaykuii 6yna supobneHa
(BKNIOUAOUM naKyBaHHsi/MapKyBaHHs) i NPOLLNa KOHTPOIk AKOCTI Ha BULLEBKA3aHiN AiNbHULI B MOBHINA BignosigHocTi i3
BumoraMn GMP, BCTAHOBINEHUMM MICLIEBUM PErYNIATOPHAM OpraHoM, a TakoX Yy signosigHocTi A0 cneuudikaui
peecTpaLiiHoi  iokymeHTaLll, 3aTBepaKeHol B Ykpaidi Ans JOCHIi[pKyBaHOro  1ikapcbKoro sacoby. [lpoTokonu
BUPOBHWLITBE, NaKyBaHHA i KOHTpPONSA AKOCTI nepesipeHi i BiANOBIAAIOTE BUMOTaM GMP.

Cepisi BUMyLLEHa Y BIANOBIAHOCTI i3 pitouoto Bepcieto MKS UA/4255/01/01.

Oco6a, BianosinanbHa 3a BURYCK J13 Ha pUHOK
Angpes Ceniua

2
G

[lata BUMycKy Ha pUHOK:
10.01.2025

g B e L,{/\ |

[aTa ppyky cepTudikary: 15.01.2025

[aHuit cepTudikaT AKOCTi Mae enexTPOHHWA Nianuc.
Cropinka: 1/3

CepTudikaTt CTBOPEHO aBTOMATUYHO BanNiA0BaHOK KOMM'OTEPHOIO NPOrPaMoio SAP.




CEPTU®DIKAT AKOCTI

(T KRKN

KPKA, a. a., Hoso mecTo
YMNPABAIHHSA SKICTIO
Llimap'ewka yecra 6
8501 Hoso mecro
CnoseHis

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

Kog Ne: 7H9863

Enan® - H, Tabnetku no 10 Mr/25 mr Ne 20
KpatHa-Bupo6Huk: CrioseHis

1 Tabnerka micTutb 10 Mr eHananpuny maneaty i 25 Mr rigpoxnopoTriaangy
nikapcbka popma: Tabnetku

PO3Mip i Tun nakyBaHHs: no 10 TabneTok y 6nicrepi; no 2 Griictepu y kopobui

Homep cepii: NN6737

Hata BupobHuuTea: 11.2024

]ﬂaTa 3aKiHYeHHs TepMiHy npuaaTtHocTi: 11.2029

Hassa nokasHukis

Cneuyudikauis

PesynbtaTu BunpobysaHs

Mp.*

Onunc Kpyrni nnocki TabneTku xoBToro KOMbOPY 3 Haciukoio 3 | Bignosinae -
0AHOro 6oKy, 3i CKOLIEHUMM KpasiMu
laeHTudikavia eHananpuny Yac ytpumyBaHHs Niky eHananpuny Ha xpomartorpami | Bignosigae -
maneaty - BEPX posumnHy 3paska (SaS) mae Binnosigaty yacy
YTPUMYBaHHA niky eHananpuiy Ha XxpoMaTtorpami
po3umnHy craHgapTy (SS)
lneHTUikauis Yac yTpumyBaHHs niky riapoxnopoTiasugy Ha Bignosinae -
rigpoxnopoTiaauay - BEPX XpomaTorpami posumHy 3paska (SaS) mae sianosigati
Hacy yTpumyBaHHs niky rigpoxnoporiasuay Ha
XpOMaTorpami po3unHy crangapTty (SS)
CynyTHi gomiwku eHananpuny | He Ginswe 0,5 % <= 0,10 -
maneary — eHananpvnar
CynyTHi gomiikn eHananpusny | He 6GinbLue 0,5 % <=0,10 -
Masieaty — gukeToninepasuu
CynyTHi gomilukn eHananpury | He 6inblue 0,3 % <=0,10 -
Maneary — iHwWi OAUHUYHi
CynyTHi gomiwkv eHananpuny | He 6Ginbiwe 1,5 % <=0,10 -
Mmaneary —cyma
CynyTHi pomitukm He Binbwe 0,5 % <= 0,10 -
rinpoxnopoTiasugy -
4-NH2-6-CI-1,3-
BensonancynshoHamia
CynyTHi AOMiLUKY He Ginble 0,3 % <=0,10 -
rigpoxnopoTiasuay ~ cyma
iHWMX AOMiLLOK
QOaHopiaHiCTb [0308aHMX MpuimasnsHe yucno (AV): He Ginble 15,0 % 2,6 -
OAVNHULIL - OAHOPIAHICTL
BMICTY eHananpuny maneary
OnHopigHICTL 4030BaHUX MpuiimankHe yicno (AV): He 6inbie 15,0 % 1,7 -
OAMHULIL - OAHOPIAHICTbL
BMICTy rigpoxnopotiaanay
KinekicHuii smicT eHananpuny | 95,0 % - 105,0 % Bifl 3a3HaYeHOT KinbKocTi 102,6 -
maneary (3a3nadeHa KinbkicTb eHananpuny Manearty: 10
Mr/TabneTxa)
KinbkicHwit smict 95,0 % - 105,0 % Big 3a3HaveHOi KinbkocTi 101,6 -
rigpoxnopoTiasuay (3a3HaveHa kinbkicTe rigpoxnopoTtiasuty: 25
Mr/TabneTka)
Po3uuHeHHn He meHuie 80 % (Q) Big 3a3HaueHOT KINbKOCTI 95 -99 -

rinpoxnopoTiasnay

npoTsirom 30 xennuH
(3a3Havera KinbKicTs rigpoxnopoTiasuty: 25
Mr/Tabnerka)

Hanuii cepTudikaT siKoCTi Mae enekTpoHHMIA nignuc.
CepTudikaT CTBOPEHO ABTOMATUYHO BANi[0BAHOK KOMIT'I0TePHO0 Nporpamoto SAP.

HaTa apyky ceptucbikaty: 15.01.2025
Cropitka: 2/3




KPKA, 4. a., HoBo MeCTO
CEPTUDIKAT AKOCTI YMPABMNIHHSA AKICTIO
Umap'eluka uecTta 6
8501 HoBo mMecTO
CnogeHis
Ten.: +386 7 3312 111
En. nowTa: info@krka.biz

Kog Ne: 7H9863

Enan® - H, Tabnetkun no 10 mr/25 mr Ne 20

KpaiHa-BupoGHUK: CroBeHIA

1 TaBneTKa MicTUTL 10 Mr eHananpuny maneary i 25 Mr rigpoxrnopoTriasngy
nikapcbka cpopma: TabneTku

po3Mip i Tun nakysaHHs: no 10 TabneTok y 6nictepi; no 2 6nicrepn y Kopooui

Homep cepii: NN6737

[ara eupoBHuursa: 11.2024 |,D,aTa 3aKiHYEHHA TEPMIHY NPUAATHOCTI: 11.2029
Ha3sa noKasHukiB Cneumdpikauia PesynbTaty BunpobysaHe Mp.*
Po3unHeHHa eHananpuny He menie 80 % (Q) Bia 3a3HaueHol KinbkocTi 99 -100 -
maneary npoTarom 30 xBUnvH

(sa3HaueHa KinbKiCTs eHananpury maneaty. 10

mr/TabneTka)
MikpoBionoriuxa sKicTb — He Ginbwe 1000 KYO B 1T - *1

3aranbHa KinbKicTb aepobHux
mikpoopraHiamis (TAMC)
MikpoBionoriuHa siKiCTb — He 6inbwe 100 KYO B 11 - *1
3aranbHa KinbKicTb
APDKIKOBMX Ta NAiceHeBUX
rpu6is (TYMC)
MikpoGionoriyHa AKiCTb - Bigcythis 1r1 - *
Escherichia coli
Mp.* = MNpumitka
*1 sunpobysaHHs NPOBOAUTLCA BiANOBIAHO A0 NpOrpamMu (onucaxa B MK#)

[aHuit cepTudikat fKOCTi mMae enekTPOHHWIA nignuc. [aTa apyky ceptudikaty: 15.01.2025
CepTudikar CTBOPEHO aBTOMaTU4HO BaNiA0BAHOK KOMM'OTEPHOIO NPOrPamoio SAP. Cropitka: 3/3







JEPKABHA CJYKBA 3 JIKAPCbKUX 3ACObBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KUEBI

npos. Hanii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €JIPTIOV 37079055

BUCHOBOK
npo sKicTh BBe3eHOro B YKpainy JiKapebLKOro 3acody

18.06.2025 No 30251/25/26

EHATI®-H,

(HAEMEHY BAHIIS AIKAPCLEOTO 3ac00Y 3riHo 3 PECCTPRANTEHIA HOCBUIMCHITNM)
radacricn 1o 10 Mr/23 mr no 10 tabaerok y GuaicTepis no 2 diicrepn v kapronniii kKopobiu

(QUPMA BHNYCRY . 03V BAHHS. BALL HARY BAII AKAPChKOL o sacody )
Howmep peecTpauiiiHoro nocsiaeHus UA/4255/01/01 crpok aii peecTpautifiHoro nocsisueHHa HEOOMEIKEH W H
Cepia nikapeskoro 3acoby Ne NN9419 KinbKicTh BBE3CHOTO Nikapehkoro 3acoby 1600

BupoGmk "KPKA. x.x Hoso mecto”, Ciiopenis
(HafimeuyBaus BHPobHMKa JHKAPCHKOIO 30c00y. Kpaliia NOXOAKC )

Biesero 8 Ykpaity Chidbiie yKpaiichLK0-¢CTOHCLKE NANPHCMCTBO Y popmi
TOBAPHCTBA 3 0OMCIKEHOIO pinnosinaisricTio "Ourima-bapm,
JITI, inew. kon: 21642228
(HafimMeHyBaHis Ta K01 3a CIPIIOY wpranuioi ocodn abo NpisArILC. M8, 10 BarbKoN
(isnatiof 0Co0H - DIAIPHCMUA, 1 MicHe NPOKRMBAHIT T4 peccrpatliiinuii omep ofi:nkoBol
KAPIKRK A THIKA 10AaTKEB 00 cepis ra nosep HACHOPTA)

[1poToKOA Bi3yalILHOTO KOHTPOIO BiA 18.06.2025 N 2061/01.10-25/26.

3a  pelylbTartaMu  JEPKARHOTO  KOHTPOMO  BCTAHORICHO, wo  ikapchgfifi  3aci6 sseseno B Ykpainy 3
Aptugux 3acobi.
{

ﬂO]‘pHWlal-llvlﬂM BHMOT 3aKOHOAABCTBA U100 3ale3ncHeiiHA AKOCTI JIip

R Oy,

Miukona XOJIOAEHKO

(nianme) (iniiand ta npisnune)




KPKA, a. 4., HoBo mecro
CEPTU®DIKAT SIKOCTI YIPABIIHHA AKICTIO

lmap'ewka uecra 6

8501 Hoso mecto

CnoseHin

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7H9863

Enan® - H, rabnerku no 10 mr/25 mr Ne 20

KpaiHa-Bupo6Huk: CroseHis

1 Tabnetka MicTuTh 10 Mr eHananpuny maneary i 25 Mr rigpoxnopoTiasnay
nikapceka cpopma: TabnerTku

po3mip i TUN nakyBaHHA: no 10 TabneTok y énicrepi; no 2 6Gnictepun y kopobui

Homep cepii: NNS419

Hara supoBHuurea: 01.2025 ILlaTa 3aKiHYeHHA TepMmiHy npuaarHocri: 01.2030

PeectpauinHe nocsigyeHHs Ne;
UA - UA/4255/01/01

HasBa i agpeca BupobHuka, BiAnoBiaanbHOro 3a sunyck cepii: | JliueHsis Ha BupoBHMUTBO Ne:
KPKA a.a., Hoso mecTto 800-16/2024-4

limap’ewka Lecra 6

HoBo mecro, 8501, CnoBeHis

Poamip cepii: 17.777 WUT

Llum nigTeepaxyto, Wo BuilleHaBeaeHa iHdopmauis € 4ocToBIpHOW Ta ToyHow. [daHa cepis npoaykuii Gyna supobnexa
(BKNIOYAOYM NaKyBaHHA/MapPKyBaHHA) | NPOLLNA KOHTPONb AKOCTI Ha BULLEBKa3aHii AinbHWLI B NOBHIA BiaNOBIAHOCTI i3
sBumoramu GMP, BCTaHOBNEHWMN MICLIEBAM PErynaTOpHUM OpPraHoM, a TakoX Y BI4NOBILHOCTI 40 cneuudikaLyii
peecTpauiiHoi  AOoKyMeHTauil, 3aTBepaweHoi B YkpaiHi 4Ans  AOCHigXysaHOro nikapcbkoro 3acoBy. [MpoTokonu

BMPOBHMLITBA, NaKyBaHHA | KOHTPONA AKOCTI nepesipeHi i BianosiagaiTs sBumoram GMP.

Cepis BunyuwieHa y BignosigHoCTi i3 gitodoto Bepcieto MKA UA/4255/01/01.

flarta Bunycky Ha puHok: Ocoba, sianosigansHa aa sunyck /13 Ha puHok
28.05.2025 Hina Kipap

"
/ o ‘ : 6 <.
v, Lk e
&G &3 E
[aHui ceprudbikaT AKOCTi Mae eneKTPOHHWIA mignnc. Hata ppyky ceprudikaty: 30.05.2025

Ceprucpikar CTBOPEHO aBTOMATUYHO BaNiA0BAHOK KOMM'IOTEPHOIO Nporpamoio SAP. Cropinka: 1/3



CEPTU®DIKAT AKOCTI

KPKA, a. &., Hoso mecTto
YNPABNIHHA AKICTIO
Wmap'ewka uecta 6
8501 Hoso mMecTo
CnoseHis

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

Kop Ne: 7H9863

Exan® - H, tabnetku no 10 mr/25 mr Ne 20
Kpaina-supoGHuk: CroseHia

1 TaBneTka micTuTb 10 Mr eHananpuny Marneaty i 25 Mr rigpoxnopoTiasnay
nikapcbKa coopma: TabneTku
po3mip i TN nakysaxHs: no 10 TabneTok y Gnicrepi; no 2 6nicTepun y kopobui

Homep cepii: NN9419

[ara BupoGHuursa: 01.2025

I,ElaTa 3aKiHYEHHA TepMiny npuaarHocTi: 01.2030

Hassa nokasHukis Cneumdpikauis PeaynbTatv sunpobysars MNp.*
Onuc Kpyrni nAocki TaBneTku )oBToro KoNbopy 3 Haciukor 3 Bignosinae -

0AHOro 6OKy, 3i CKOLUEHVIMU Kpasmu
{nenTudikalis evananpuny Yac yTpumysaHHs Niky €Hananpuny Ha xpomarorpami Bianosigae -
maneary - BEPX posuuHy 3paska (SaS) mae sianosipatin vacy

YTPUMYBaHHS MliKy EHaNanpuy Ha XxpomaTorpai

PO34NHY CTAHAAPTY (SS)
laeHTudixauia Yac yTpUMyBaHHS fiky riapoxnopotiasuay Ha Bianosigae -
rigpoxnopoTiasuay - BEPX XpomaTorpami posunty 3paska (SaS) mae signosisaru

yacy yTpuUMyBaHHS MKy riAPOXNOPOTiasuay Ha

XpOMATOrpami po3uuHy cranaapty (SS)
CynyTHi gomiLLiku enananpuny | He Binbwe 0,5 % 0,1 -
maneary — enananpunar
CynyTHi aomilku enananpuny | He Ginbwe 0,5 % <=0,10 -
maneary — AuKeToninepasut
CynyTHi gomiwku exananpusy | He Ginble 0,3 % <=0,10 -
maneary - iHui OANHWIHI
CynyTHi aomiluku erananpuny | He Ginbiue 1,5 % 01 -
maneary - cyma
CynyTHi 4OMILLKK He 6inbwe 0,5 % <=0,10 -
rippoxnopoTiasuay -
4-NH2-6-Cl-1,3-
6eH3onaucynbgoHamia
CynyTHi AOMIWKN He 6Ginbwe 0,3 % <=0,10 -
rigpoxnopoTiasuay — cyma
HLIMX OMILLOK
QpaHOpPIAHICTE AO30BAHUX puitmarsHe uncno (AV): He Ginbwe 15,0 % 20 -
OAUHULIL - OAIHOPIAHICTb
BMICTY eHananpuny maneaty
OpHOpIAHICTE AO30BAHUX MpuitmanbHe wicno (AV): He Binsle 15,0 % 23 -
0AUHUUB - OAHOPIAHICTL
BMICTY rigpoxsnopoTiasnay
KinbKicHWi BMICT enananpuny | 95,0 % - 105,0 % Bia 3a3HaueHol KinbKkocTi 101,14 -
Maneary (3a3HaveHa KiflbkiCTb enananpuny maneary: 10

wr/TabneTka)
Kinbkichunit BMicT 95,0 % - 105,0 % Big 3a3HaueHol KinbkocTi 1017 -
rigpoxnopoTiaauay (3a3HayeHa KinbKiCTb rigpoxnopotiasuty: 25

mr/rabneTka)
PO3UMHEHHS He mewe 80 % (Q) Big 3a3Ha4€HOT KiNbKOCTI 97 -101 -
rinpoxnoporiaanay apotsarom 30 xBunuH

(3a3HaveHa KinbKICTb rigpoxnopotiasuty: 25

MmriTabnerka)

[anui cepTuddikaT AKOCTi Mag enexTPOHHUA Niannc.
CepTudikaT CTBOPEHO ABTOMATUYHO BaNiA0BAHOI0 KOMM'IOTEPHOIO NPOrpamoto SAP.

[Lara apyky ceprudikarty: 30.05.2025

Cropitka: 2/3




KPKA, 4. A., HoBo mecto
CEPTUDIKAT AKOCTI YIIPABIIHHA SKICTIO
Liimap'ewka yecta 6
8501 Hoso mecto
CnoseHist
Ten.: +386 7 3312 111
En. nowTta: info@krka.biz

Koa Ne: 7H9863

Enan® - H, Tabnetku no 10 mr/25 mr Ne 20

KpaiHa-BUpoOHMK: CnoseHis

1 tabneTka MicTUTbL 10 MF eHananpuny manearty i 25 mMr rigpoxnopoTiasuay
nikapcbka dopma: TabneTkm

po3mip i TMN nakyBaHHs: no 10 Tabnevok y Gnicrepi; no 2 6nicrepu y Kopooui
Homep cepii: NN9419

[ata supobHuurea: 01.2025 I,ElaTa 3aKiH4eHHA TepMiHy npuaartHocti: 01.2030
HasBa nokasHukis Cneuudikauin PesynbTatu BUnpobysats Mp.*
Po3ynHerHa eHananpuny He meHwe 80 % (Q) Big 3a3Ha4YEHOT KislbKOCTi 96-102 -
maneary npoTarom 30 XBUUH

(3a3HaueHa KinbKicTb eHananpuny maneaty: 10

Mr/rabnetka)
MikpoBionoriuna skicTb ~ He Ginbwe 1000 KYO s 1 r - *

3aranbHa KinbKicTb aepobHnx
Mikpoopratismis (TAMC)
MikpoGionoriyHa skicTe — He Ginbwe 100 KYO B 11 - |
3aranbHa KinbKicTb
APDKAKOBUX Ta NNICEHEBUX
rpubis (TYMC)
MikpoBionoriuna RKicTb - BincytHiB 11 - 1
Escherichia coli

p.* = Npumitka
*1 BunpobyBaHHSA NPOBOAMTLCS BIANOBIAHO A0 Nporpamm (onucana B MKS)

[laHuni cepTudikar sKoCTi Mae enekTPOHHUA Nianuc. Nara apyky ceptudikary: 30.05.2025
CeprudikaT CTBOPEHO aBTOMATUHHO Bania0BaHOI0 KOMM'IOTEPHOIO NPOrpamMoto SAP. CropiHka: 3/3
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