NEPKABHA CJIIY/KBA 3 JIKAPCBKUX 3ACObIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
po SIKiCcTh BBE3EHOro B YKpainy JiKapcbKoro 3acody

03.02.2025 Ne 4759/25/26

EHATII®-H

(naktmenyBanis nikapeskoro 3acofy 3rifiHo 3 peceTpaitiiHiM NOCRiAMEHHAM)
tabsaeTku mo 10 mr/25 mr; no 10 tadserox y 6aicrepi; mo 6 6aicrepin y kapronniii kopo6ui

(dpopma BuriycKy, 103yBaHis, BUA NaKyBaulist fiikapchkoro 3acofy)
Homep peecrpauiittioro nocsinuenns UA/4255/01/01 crpok nii peectpauiinoro nocsinuenns HeOOMeNEHUH
Cepis nikapcukoro 3acoby Ne NN6860 Kinbkicts Bresenoro nikapcbkoro 3acoby 11200

Bupo6Hux KPKA, n.1., Hoso mecto, CrioBenis

(naimeny sanns BUpoSuKKa Nikapebkoro sacoly, kpaiHa NOXOMLKEHHS)

Baesewo B Vipainy Crijibie yKpaiHChbK0-eCTOHChKe NANPHEMCETBO y ¢popmi ToBapHuCcTBA
3 o6meskenolo innosinansuictio "Onrima-®apm, JITHA', izeut. kon:
21642228

(nafimenypanns ta xoa 3a CAPTIOY opwumutiol ocobu abo npissuiile, im's, no 6aTbkosi (isuunol
0cobu - nianpuemip, 1 Micle NpoxkUBaHHs Ta peectpaltifituil nomep o0NikoBoT KapTiH nAaTHHKA
nojarTkis abo cepist Ta HOMEP nacnopTa)

TpoToxoa Bizyansnoro konrposio sin 03.02.2025 Ne 263/01.10-25/43.

3a pesynbTaTaMy  EPKABHOrO  KOWTPOIO  BCTAHOBNEHO, WO nikapchkuil 3aci® Beseno B Ykpainy 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTBA 11010 3a0¢3neueHna SIKOCT] Aikapchkux 3acobiB.

B.o. HavapHUKA

%,,/ Bikrop MAXHOBEILb
(e

(nocanosa 10) (ninnuc) (iniwianu ra npissuine)



KPKA, a. a., Hoso mecto
CEPTU®DIKAT SIKOCTI YIIPABIIIHHA SIKICTIO
LWimap'ewka LecTta 6
8501 Hoso mecTo
CrnoseHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kop Ne: 7TH9864

Exan® - H, TabneTtku no 10 mr/25 mr Ne 60

KpaiHa-Bupo6HUK: CrioBeHis

1 TabneTtka MicTuTb 10 Mr eHananpuny maneary i 25 mMr rigpoxnoporiasugy

nikapcbka tpopma: TabneTku

po3mip i Tun nakysaHHaA: no 10 TabneTok B 6nicTepi; no 6 Gnicrepis y kopobui

Homep cepii: NN6860

[aTa supobHuuTea: 11.2024 |,D,aTa 3aKiH4YeHHs TepMiHy npuaatHocTi: 11.2029

PeecTpauiiine noceifyeHHs Ne:
UA - UA/4255/01/01

HasBa i anpeca BUPoBHUKa, BiANOBIAANLHOO 3a BUMnyck cepil: |IilenHsis Ha BUpoGHULTBO Ne:
KPKA no.a., Hoso mMecTto 800-16/2024-4

Wmap’ewka yecta 6

Hoso mecTo, 8501, CrioBeHis

Poawmip cepii: 20.353 LUT

LM niaTBepaXyIo, WO BULiEHaBeAeHa iHpopMaLis € [OCTOBIPHOK Ta TouHOW. [laHa cepis npodykuii 6yna supobneHa
(BKIloYatoun naKyBaHHsA/MapKyBaHHsi) i MPOWLLIa KOHTPOMb AKOCTI Ha BULLEBKa3aHIl AinbHULI B NOBHIN BignoBigHOCTI i3
suMoramu GMP, BCTaHOBNEHUMMW MiCLEBUM pErynaTopHUM OpraHoM, a Takox Yy BignosigHocTi Ao creyudikauii
peecTpauiiHoi  AOKyMeHTaLii, 3aTBepikeHoi B YKpaiHi Ans AOCHIAXYyBaHOTO nikapcbkoro 3acoby. [lpotokonu
BUPOBHULITBA, NaKyBaHHsi i KOHTPONA SKOCTI NepesipeHi i BignosiaatoTs BuUMoram GMP.

Cepis BUnylieHa y signosigHocTi i3 dirovoto Bepcieto MKH UA/4255/01/01.

LaTa Bunycky Ha puHOK: Ocoba, BignosiganbHa 3a Bunyck J13 Ha puHoK
17.01.2025 AHgpes CeHila
-
)

be s 769

1 kg) e L(()-u/(/?(/

JaHuit cepTudikaT AKOCTi Mae enekTpoHHWA nianuc. [aTa apyky cepTudikaty: 22.01.2025
CepTUdikaT CTBOPEHO aBTOMATUYHO BanifloBaHO KOMITIOTEPHOK NPOrpamoro SAP. CropiHka: 1/3




CEPTUDIKAT AKOCTI

KPKA, 4. a., HoBo mecTo
YNPABRIHHA AKICTHO

Limap'etwka uecta 6

8501 HoBo mecTo
CnoseHia

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kopn Ne: 7H9864
EHan® - H, Tabnetku no 10 mr/25 mr Ne 60
KpaiHa-BMpoOGHUK: CrioBeHisn
1 Tabnerka mictutb 10 Mr eHananpuny maneary i 25 Mr rigpoxnopoTiasuay
nikapcbka opma: Tabnetku
po3Mip i Tun nakyeaxHsA: no 10 Ta6rieTok 8 GnicTepi; no 6 Gnicrepis y kopobui
Homep cepii: NN6860
Oata BupobHuuTea: 11.2024 |,£13Ta 3aKiHYeHHA TepMiHy npugartHocTi: 11.2029
Hassa nokasxukis Cneuudikalis Peaynbrati BUNpobysaHs Mp.*
Onuc Kpyrni nrocki TaBneTku XOBTOro KONbLopy 3 Haciukolo 3 | Bignosiaae -
ofHoro 60Ky, 3i CKOWEeHUMU KpasiMm
laeHTudikauis eHananpuny Yac yTpuMmyBaHHs niky eHananpuny Ha xpomaTorpami | Bignosingae -
maneaty - BEPX posuunHy 3paska (SaS) mae BignosiaaTh Yacy
YTPUMYBEHHSI iKY eHananpuiy Ha xpomarorpami
pO34MHyY cTaHaapTy (SS)
laenTudikauis Yac yTpumyBaHHs niky rigpoxnopoTiaanay Ha Bignosigae -
rigpoxnopoTiaangy - BEPX XpoMmaTorpaMi po3yuHy spaska (SaS) mae signosigaTtu
qacy yTpyumMmyBaHHsa niky rigpoxnopoTiasvay Ha
XpoMaTorpami posuuHy craHgapTy (SS)
CynyTHi gomiwku erananpuny | He insie 0,5 % 0,1 -
Maneaty — eHananpunar
CynyTHi goMmiwku edananpuny | He Ginsiwe 0,5 % 0,1 -
Marneary — AuKkeToninepasuH
CynyTHi gomiku edananpuny | He Ginbiue 0,3 % 0.1 2
Maneary — iHLWi OAUHWUYHI
CynyTHi gomiwkn enananpuny | He Ginewe 1,5 % 0,1 -
Maneary — cyma
CynyTHi AoMiLLKu He 6insiwe 0,5 % <=0,10 -
rigpoxnoporiasugy -
4-NH2-6-Cl-1,3-
BeHsonaucynshoHamig
CynyTHi AoMiLLKn He Ginbwe 0,3 % <=0,10 %
rigpoxnopoTiasugy — cyMa
{HLUMX QOMILLOK
QaHopIAHICTL 4030BaHUX MpuitManeke yucno (AV): He Ginbwe 15,0 % 2,9 -
OAMKULL -~ OBHOPIAHICTb
BMICTY eHananpuny Maneary
OpnHopiaHICTL A030BaHUX MpuiimansHe Yucno (AV): He Binbwe 15,0 % 1.4 -
OAUHKLDb -~ OOHOPIAHICTL
BMICTY rigpoxnopoTiaaugy
KinbkicHuit smicT enananpuny | 95,0 % - 105,0 % Big 3a3HayeHol KinbKocTi 100,9 -
Maneary (3a3HaveHa KinbkicTs eHananpuny Manearty: 10
Mr/Tabnertka)
KinbkicHui smict 95,0 % - 105,0 % Big 3a3HayeHOl KiNLKOCTI 101,4 B
rigpoxnopoTiasuay (3asHaveHa KirbKicTb rigpoxnopoTiasuty: 25
Mr/rabnertka)
Po3unHeHHs He merwe 80 % (Q) sin 3a3HaveHoi KinbkocTi 98 -100 =
rigpoxnoporiasugy npotarom 30 XBUAUH
(3a3HayeHa kinbKicTb rigpoxnopotiaauTty: 25
Mr/Tabnerka)

Lanuit cepTucikat sKOCTi Mae enekTpoHHWiA nignuc.
CepTuchikaT CTBOPEHO aBTOMATUYHO BaSliA0BaHOK KOMM'IOTEPHOKW Nporpamoto SAP.

Hara apyky cepTM(biKaTy: 22.01.2025

Cropitka: 2/3




CEPTUDIKAT AKOCTI

KPKA, a. 4., Hoso mecto
YMNPABNMIHHA AKICTIO

Wmap'ewka uecta 6
8501 Hoso MecTo
CnoseHist

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

Kop Ne: 7TH9864

Enan® - H, TabneTtku no 10 mr/25 mr Ne 60

KpaiHa-BupoOHuK: CroBeHin

1 TabneTka micTutb 10 Mr eHananpuny maneaty i 25 Mr rinpoxrnopoTiasuay
nikapcwka popma: Tabnertku

po3mip i TN nakysaHHs: no 10 TabneTtok B GnicTepi; no 6 6riicrepiB y kopooui

Homep cepii: NN6860

[arta supobHuursa: 11.2024 [.ﬂaTa 3aKiHYeHHs TepMiHy npuaaTtHocTi: 11.2029
Hassa nokasHukis Cneuudikauis PeaynbTaty BUNpobysaHb Mp.*
Po3unHeHHs eHananpuny He merwe 80 % (Q) Bin 3a3HaveHoi KiNbKOCT 91 -98 -
Maneaty npotsrom 30 XBUNuH

(3a3HayeHa KinbKicTe eHananpuny maneary: 10

Mr/TabneTka)
Mikpo6GionoriuHa AkicTb — He Ginbwe 1000 KYO B 1T - *1
BaranbHa KineKicTb aepobHUx
MikpoopraHismis (TAMC)
MikpobionoriuHa akicTh — He Ginbwe 100 KYO B 11 - *1
3aranbHa KinskicTb
OPKIXOBUX Ta NNiceHeBux
rpwbis (TYMC)
MikpobionoriuHa skicTb - BigcytHiB 11 - *1
Escherichia coli

Mp.* = MNpumitka
*1 BunpobyBaHHs NPOBOAUTLECA BIANOBIAHO A0 Nporpamu (onucaHa B MKA)

HaHui ceptudikat sKocTi Mae enekTpoHHUIA nignuc.
CepTudikaT CTBOPEHO aBTOMAaTUYHO BanifoBaHO KOMN'toTEPHOI NporpamMoto SAP.

Hata apyky ceptudikary: 22.01.2025
Cropinka: 3/3




NEPARABHA CHYRDBA 3 JIKAPCBKUX 3ACObIB

TA KOHTPOUC 3A HAPKOTHKAMM vy m. KUCBT

npos. Hanit Ceitaranot, 3, 02099, ren. (G44) 295-26-85
E-mail: dls kviv(o Ht».gow.ua, Ko €JPHCY 37079055

BHRCHOBOK
fApo AKICTL BRe3eHOro ¥ YKpalHy JIKapeLKoro 3acody

26052025

Ne 15336/25/26

'EHAYI®-H, vaGaerkn no 10 Mr/ 5 mr,
(IIAH\ILH\’B(\'{I”}I Jlll\d])(' 5 IKOT () Ed(.OUY 31 I’UI(‘ 3])0(( [‘Pdll\hl“i'\i ll()LBI”I‘ICHIUIM)
1o 10 rabserox y Gaicrepi; o 6 faicrepin y Kapronuid Kepodui
(hopMa BUITYCKY 03Y RAHMS, B HAKYBAHUS JIKAPCLKOTO 3000y )

Howmep peecrpauiiinoro nocsinvenns UA4255/01/01 crpok nii peectpauiiiroro nocsimienus HEOOMEKEHUH
Cepist AikapchLKOTO 3acn6y Nn N‘\I746 Ki.}rblcic%b BBE3CHOTO Mikapchkoro sacody 2000
Bupobuuk KPKA, n.t.. Hoso mecro, Cnorsemq

(Haiivienysans BUpOOHItKa JIKAPCLKOTro 3acoly, Kpailla NOXOKeHH)
Beezewo s Y kpaiHy Cnijibhe yXpaiichKO-eCTOHCHKE TIUIPHEMETBO Yy oprii TOBAPHCTBH
3 00MENCHOIO BiTIOB XANLHICTIO "Onnma-(b apm, AT, oy, o
21642228
(naiisenypan ta kot 3a CHAPTIOY wopuununol ocobn abo npizauine, iv's, 1o darpkosi Gizpunoi
0COBH = NIANPHEMILE: TI MICIIC FIPOKUBAHIS T peecTpaitiffiuii HoMep 0halKo30T KapTKH 1A HitKa
nojarkis abo cepis Ta HoMEp NACHOPTA)

TiporoKon BI2VAILROTO KOITPOILIO BiX 26.03.2025 Ne 928/01.10-25/40.

Ba pesyAbTATAMM  JIEPIKABHOMO  KOHTPOMKO  BCTAHOBICHO, 1MO0  JHKapceRi#  3acil  meeseno B Yrpainy 3
LT Pl Man H

HO}lJI’CH’,a jLECeRi(¢] jclbbiﬂui(‘HH‘l AKOCTI Jlle’(f/E?kH 3aco0is.
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KPKA, a. A., Hoso mecTo
VIPABHIHHSA AKICTIO
CEPTU®IKAT AKOCTI VP ARES T
8501 Hoso mecTo
CnoseHis
Ten.: +386 7 3312 111

En. nowrta: info@ krka.biz

Kop Ne: 7H9864

Enan® - H, TabneTku no 10 mr/25 mr Ne 60

Kpa'l'Ha-BMpo6HMK: CnoBeHis

1 Ta6neTtka mictutb 10 Mr eHananpwiy maneary i25wmr rinpoxnopoTiazuay
nikapceka chopma: TabneTku
yo3Mip i TN NaKyBaHHA: NO 10 1ad
Homep cepii: NN7465

[ata BUpOBHULITBA: 01.2025
PeecTpauinte nocaifuerHst Ne:
UA - UA/4255/01/01

fIeTOK B 6nictepi; no 6 enicrepis kopobui

[ata 3aKiHyeHHs TepMiH npwaaTHocTi: 01.2030

NiveHsis Ha BUPOBHULTBO Na:
800-16/2024-4

Haaga | agpeca BUpOOHMKA, BignosiganeHoro 3a BuUNyck cepii:
KPKA p.n., HoBo MecTO
ULImap’etlika Luecra 6

Hoso mecTo, 8501, CnoBeHif

Poamip cepii: 58.089 WwT

Lium nigTeepaxyto, Wo BuLleHaBeaeHa inpopmauist € [OCTOBIPHOIO Ta TO4HOIO. [aHa cepis nponykuii 6yna supobrieHa
(BKAIOUAOHM naKyBaHHﬂ/MapKyBaHHﬂ) i npoiiuna KoHTponb AKOCTI Ha BULLIEBKa3aHIN ninbHALL B noBHIN gignosiaHocTi i3
sumoramu  GMP, BCTAHOBMEHUMI MiCLEBUM perynaTopHUM opraHoM, a TaKkoX y signosigHocTi Ao cneuudikauil
peempauiﬂHo’t’ pokymerTauii, aaTBepKeHoi B Ykpaidi  Ana [OCRIIKYBAHOTO NiKapCLKOro sacoby. [lpoTokonu
BUPOOHULITBA, naKyBaHHs | KOHTPOMA axocTi nepesipeHi i BignosifaloTb BUMOraMm GMP.

Cepist BunyLieHa y BiANOBIAHOCTI i3 Ai040I0 sepcieto MKA UA/4255/01/01.

[lata BUMYCKY Ha PUHOK: Ocoba, BigrnosigansHa 3a Bunyck 113 Ha puHoK
25.02.2025 AHgpes CeHiua
& =)
¢ p
Nanui cepTudikat AKOCTI MaE eneKTPOHHUIA nianue. Nata apyky cepTudikaTy: 12.03.2025
CepTwdikat CTBOPEHO asTOMaTU4HO BanifoBaHow KOMIT'IOTEPHOIO NPOrpamoto SAP. Cropitka: 1/3
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KPKA, 4. a., Hoso MecTo
CEPTUDIKAT KOCTI YNPABINIHHS SKICTHO
Wnmap'ewra uecra 6
8501 Hoso mecto
Criosenis

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

Kog Ne: 7H9864
EHan® - H, Tabnerku no 10 Mr/25 mMr Ne 60

KpaiHa-BMpoGHMK: Criogenisn

1 Tabnetka mictute 10 mr eHananpuny maneary i 25 mr ri.qpoxnopoﬁazu.qy
nikapckka thopma: Tabnetku
PO3MIp i TUN nakysanHg: no10r
Homep cepii: NN7465

lara BUPoBHUUTBa: 01.2025

HasBa nokasnukis

IneHTIUikaws eHananpuny
Manearty - BEPX

abneTtok B 6nicre

pi; Mo 6 Briictenig Kopo6uj

Kpyrni nnocki Tabnertku xosToro KOnbopy 3 Hacivukoio 3
08HOro Goky, ai ckoeHUMI Kpasmu
Yac yrpumysanns niky eHananpuny na XpoMaTorpami
Po34nHy spaska (SaS) mae sianosigaru yacy
YTPUMYBaHHS niky eHananpuny Ha Xpomarorpami
POSYMHY cTaHpapTy (SS
Yac yrpumysanus niky riupoxnopoﬂaaw,qy Ha
Xpomartorpami PO341Hy apaska (SaS) mae Bignosigartn
Hacy yTpumysarHs niky riapoxnopoﬂasw,qy Ha
S8

Xpomarorpami PO34uH CcraHga
Manear —EHananpunart
Manear —AvikeToninepaauy

CynyTHi gomitku €Hananpuny | He Ginsie 0,3 %
Manearty — iHwi oguHmuyRi
CynyTHi nomitm eHananpuny | He Ginbwe 1,5 %
Maneary —cyma
CynyTHi noMmituku
riapoxnopoﬂaamqy -
4-NH2-6-CI-1,3-
6en3onguc NbdoHamin
CynyThi goMikm
ri,qpoxnoporiaawgy —cyma
IHWUX gomiwok
OpnHopigHicTs [030BaHUX
OAUHULL ~ ogHOpigHICTS
BMICTY eHananpuny Maneary
OnHopigHicTs Ao30BaHux Mpwimanshe yucno (AV): He Binble 15,0 %
OAMHULE - oaHOPIgHICTS
BMICT riqpoxnopow
KinekicHuit emict eHananpuny
Maneaty

Bianosigae

laeHTugikauis
riqpoxnopoTiasm,qy - BEPX

Bignosinae

He Girnbwe 0,5 %

He 6Ginbwe 0,3 %

Mpuimansre yucno (AV): He Binblue 15,0 %

95,0 % - 105,0 % Bif 3a3HaueHol KinbKocTi
(3a3Havena kinbkicTs €Hananpuny maneary: 10
Mr/Tabnerka)
95,0 % - 105,0 % B 3a3HadeHol KinbkocrT
(3asHaveHa KinekicTs rinpoxnopoﬂaawry: 25
Mr/TabneTka
He meHwe 80 % (Q)
npotsrom 30 xsunuu

(3a3Havena kinbkicTs ri,qpoxnopoTiaawTy: 25
Mr/TabneTtka

KinekicHust amict
rinpoxnoporiaamay

Po3ayunenns
riqpoxnopoﬂaamay

Big 3asHaveHo! KinbkocTi

Banwit ceprucpixar SKOCTi Mae enexkTpoHHuMi nianuc. ﬂaTa.,qpyKy cepTudikaty: 12.03.2025
Ceptudikar CTBOPEHO aBToMaTUYHO BanigosaHo KOMN'toTepHoto nporpamoto SAP, Cropinka: 2/3
_ B nthhiv st st



KPKA, g. A., Hoso mecTo
CEPTU®DIKAT AKOCTI YNPABIIHHA AKICTIO
lLImap'ewka tecTta 6
8501 Hoso mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowrta: info@krka.biz

Kop, Ne: 7H9864

Enan® - H, TabneTku no 10 mr/25 mr Ne 60

KpaiHa-BUPOOBHUK: CnoBeHis

1 Ta6neTka MicTUTL 10 Mr eHananpuny maneary i 25 Mr rigpoxnopoTtiasnay
nikapcbka hopma: TabneTku

po3Mip i TUN nakyBaHHA: N0 40 TabneTok B Gnicrepi; no 6 énicrepis y kopobui

Homep cepii: NN7465

Jara BupoBHUUTBA! 01.2025 lﬂaTa aaKiHYeHHA TepMiHY NPUAATHOCTI: 01.2030
HaaBa NoKasHWKIB CneuudikaLlis PeaynbTaTy BunpobyBsaHe I'E
Po3uuHEHHA eHananpuny He meHue 80 % (Q) Bin 3a3HaqeHof KiNbKOCTi 99 -101 .
maneary nipoTarom 30 XBUNUH

(3@3HaqeHa KinbKicTe eHananpuny manearty: 10

Mr/TabneTka)
MikpoBionoridHa AKkicTb — He Binblwe 1000 KYOB 1T - *1
3aranbHa KinbKicTb aepobHuX
wmikpoopraHiamis (TAMC)
MikpobiororiyHa sKicTb — He Binbwe 100 KYO B 1T - *1
3aranbHa KineKkicTe
ApbrOKOBUX Ta NAiceHesux
rpubis (TYMC)
MikpoBionoriuHa sKicTb - BincyTHi B 1 T - 1
Escherichia coli

Mp.* = MpumMitka
*{ BunpobyBaHHsa NPOBOAUTLCA BinnosigHo Ao nporpamu (onmcana B MKH)

DaHuit ceptudikat AKOCTI Mae enekTpoHHUNA Mianue. [ara ppyky cepTudikaTy: 12.03.2025
CepTudikaT CTBOPEHO aBTOMaTU4HO BanigoBaHoK KOMITIOTEPHO NPOrpaMoro SAP. CropiHka: 3/3







JEPKABHA CJIYKBA 3 JTIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

npos. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €[IPTIOY 37079055

BHUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpainy JiKapebKkoro 3acody

24.02.2025 Ne 9213/25/26

EHAII®-H

(natimenyBanns Rikapchkoro 3acofy 3rifHo 3 peecTpauifiium NOCBILHCHHSIM)
ra6aerin mo 10 mr/25 mr; no 10 ta6aerox y 6Jicrepi; 1o 6 6JicTepis y kapToHHiii Kopooui

(dpopma BHMYCKY, I03yBaHHS, BUI TIAKyBakHs Jikapcbkoro 3acoby)
Howmep peecrpatiiinoro nocsinuenna UA/4255/01/01 crpox nii peectpauiiinoro nocsintexus HeoOMeXKeHu i
Cepis nikapcbkoro 3acoby Ne NN6861 KinbkicTs BBe3eHOTO Jikapebkoro 3acoby 3800

Bupobuuk KPKA, n.1., Hoso mecto, ClloBeHis

(naitMeryBatis BUPOBHHUKA JikapCLKOro 3acoby, kpaiHa MOXOMKEHTIs)

CnijibHe yKpaiHCbKO-eCTOHChKE MIANPHEMETBO Y (POpMi TOBAPHCTBA
Baeseno B Ykpainy 3 oOmeskenoio Binmosiganpuictio "Onrima-®apm, JITH", inenr. won:
21642228

(naiiMeHyBanns Ta xoz 32 €JIPTIOY 1opuauinoi ocoGu abo npissuiue, iM's, N0 GarbkoBi (pizuunol
0coGH - ianpuemus, i Miclie poxUBaHiis Ta peecTpauifinuii Homep 06NiKOBOT KapTKK NIaATHHKA
noaarkis afo cepist Ta HOMEp NacropTa)

MpoTokon BisyaabHoro konrpodio sin 24.02.2025 Ne 437/01.10-25/73.

3a  pesyibTaTamy [EPKABHOTO ~KOHTPOMIO BCTAHOBJIEHO, IO JliKapChbkuid 3aci6  BBeseHo B Ykpaihy 3
AOTPUMAHHNAM sumor,

KOHOJABCTRA LIO/0 3abe3neuelits IKOCTi ikapcbkux 3acobis.

e s

Muxona XOJIOAEHKO

ofa opraity ZIEPKABHOTO KOHTPOIO) (nianuc) (iniianK Ta npisBrLLE)
ifr, i o K o -




CEPTUDIKAT AKOCTI

KPKA, a. a., Hoso MecTo
YMNPABAIHHA AKICTHO
IlImap'eika uecta 6
8501 Hoeo mecTo
CrioBeris

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

Kop, Ne: 7H9864

KpaiHa-BUpPOOHUK: CrnogeHis

nikapcbka opma: TabneTku

Exan® - H, TabneTtku no 10 mr/25 mr Ne 60
1 TaBnetka MicTuTL 10 Mr eHananpuny Manearty i 25 mr rigpoxsopoTiasnay

PO3Mip | TUN NaKyBaHHA: NO 10 TabneTok B 6nicTepi; no 6 6nicrepiB y KopoOoLi

Homep cepii: NN6861

[ata BupoBHULITBA: 11.2024

lﬂaTa 3aKiHYEHHA TePMIHY NPUAATHOCTI: 11.2029

PeecTpalliiite NOCBIAYEHHR Ne:
UA - UA/4255/01/01

KPKA p.a., Hoso mecto
Wmap’ewka Liecta 6
Hoeo mecTo, 8501, CrioseHis

Hasga | agpeca BUpoBHUKa, BiANOBIAANLHOTO 3a BUMYCK cepii: |MNiueHsia Ha BupoBHULTBO Ne:

800-16/2024-4

PoaMmip cepii: 39.168 LUT

Lium nigTeepaxyto, Wo BulieHaBEEHa iHhopmaLyis € [OCTOBIPHOK Ta TOYHOH. [awHa cepis npoaykuii byna supobnexa
(BkntoHaoun nakyBaHHA/MapKyBaHHs) i npowuna KOHTPOrb aKOCTI Ha BULLEBKa3aHil AinbHUU B roBHil BignoBigHoCTi i3

sumorami GMP, BCTAHOBMEHUMM MICLIEBUM PErynaTopHiAM opraHom, a Takox Yy BiAnoBi

aHoCTi Ao cneuudikauii

peecTpauiHol JOKyMeHTaLT, saTBEpAKeHoi B YkpaiHi And [OCHiIKYBAHOTO  STiKapCcbKOro 3acoby. [lpoTokonu
BUPOBHLTBA, NaKyBaHH: | KOHTPONA AKOCTI NepesipeHi i BiANosiAaoTL BUMOram GMP.

Cepis unylieHa y BignoBigHocTi i3 filouolo Bepcieto MKS UA/4255/01/01.

[aTa Bunycky Ha puHoK:
20.01.2025

OcoBa, BignosigansHa 3a sunyck 13 Ha puHOK
Hina Kipap

AT~

Lot pe 4 ARAE Ly SIPL. 4025 Y
4 174

[lanui cepTudikaT aKoCTi Mae eneKTPOHHWIA NiAnuc.
pEHO aBTOMATUHHO BaNIAOBAHOK KO

[ata apyky ceprudikaTy: 06.02.2025
MM'loTepHO Nporpamoto SAP. CropiHka: 1/3



CEPTU®DIKAT AKOCTI

KPKA, a. a., Hoso mecTo
YMPABJIHHA AKICTHO

iLimap'elka uecTa 6
8501 Hoso mecTo
CnoseHid

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

Kop, Ne: 7TH9864

Exan® - H, TabneTtku no 10 mr/25 mr Ne 60
KpaiHa-BUpoBHUK: CnogeHia

1 tabneTka MicTUTb 10 Mr eHananpuny mane
nikapcbka hopma: TabneTku

poaMip i TUN NakyBaHHA: N0 10 TabneTok

atyi25wmr rigpoxnopoTiasnay

B Gnicrepi; no 6 6nicTepiB y kopobui

Homep cepii: NN6861

[lata BupoBHUUTBA! 11.2024

lﬂaTa 3aKiHYeHHs TePMIHY npuaaTtrocTi: 11.2029

Haapa NokasHuKis

Cneuyudikayis

PeaynbTatu BunpobysaHs

rigpoxnopoTiasuay

npotarom 30 xBunuH
(3a3Havena KinbkicTs rigpoxnopoTiasuTy: 25
Mr/TabneTka)

Onuc Kpyrni nnocki TabneTiu XoBToro KONbOPY 3 HACIHKOIO 3 Bignosinae -
opHoro Boky, 3i CKOUERUMY Kpaamu
|aeHTUdiKauia eHananpuny Yac yTpuMyBarHs niky eHananpuny Ha xpomaTtorpami Bignosinae -
maneaty - BEPX pO34UHY 3pas3ka (SaS) mae Bignosinatk Hacy
YTpUMyBaHHS niky eHananpuny Ha xpomarorpami
pO34MHY cTaHaapTy (88)
laeHTUdiKauif Yac yTpuMyBaHHs niky rinpoxnopoTiaauay Ha Bignosinae -
rigpoxnopotiasuay - BEPX xpomarorpami posuunty 3paska (SaS) mae gianosipatv
yacy yTpumMysaHHs niky rinpoxnopoTiasuay Ha
xpomaTtorpami po3uuHy cTaHaapTy (SS)
CynyTHi AOMILLKK eHananpuy He 6inswe 0,5 % <=0,10 -
Maneaty — eHananpunar
CynyTHi AOMilLKK eHananpuny He 6Ginbiwe 0,5 % <= 0,10 -
manearty — gukeToninepasut
CynyTHi AoMilIky eHananpuny He Ginbue 0,3 % <= 0,10 -
maneaty — iHwi oguHUIHi
CynyTHi [OMilliku eHananpuny He Binbwe 1,5 % <= 0,10 -
maneary — cyma
CynyTHi AOMIiLLIKH He Ginblwe 0,5 % <=0,10 =
rinpoxnopoTiasuay -
4-NH2-6-Ci-1,3~
BensonamncyibdoHamis
CynyTHi AOMILLIKYA He 6Ginswe 0,3 % <= 0,10 -
rinpoxnopoTiasuay — cyma
{HLWMX AOMILLIOK S
OAHOPIAHICTE A030BAHUX MpuiiMansHe “Yicno (AV): He Ginbwe 15,0 % 1,6 -
OAUHWLb - OfIHOPIAHICTL
BMiCTy eHananpuny maneary
OpaHopiAHICTE A030BAHUX MpuimansHe Yucno (AV): He Binblue 15,0 % 1,4 -
OAMAVLIL - OAHOPIAHICTE
BMICTY riapoxnopotiasnay
KinbKicHWIA BMICT eHananpuay 95,0 % - 105,0 % Bin 3a3HauEHol KinbKocTi 101,2 -
Maneaty (3a3HaveHa KinbKiCTL eHananpuny maneary: 10
Mr/TabneTka)
KinbkicHWA BMICT 95,0 % - 105,0 % 8in aaaHaueHol KinbKoCTi 1011 =
rigpoxnopoTiasuay (3aaHayeHa KinbkicTb rinpoxnopotiasuTy: 25
mr/tabneTka)
PosuvHeHHs He menwe 80 % (Q) sia 3a3HaYeHOi KiNbKOCT 97 -99 -

Hanui cepTydikaT 4KOCTI Ma€e eneKTPOHHUIA nipnuc.
CepTudhikaT CTBOPEHO aBTOMaTUMHO BaNifOBaHOW KOMM' OTERHOI NPOrpamMoto SAP.
ol il A

[arta apyky cepTudikaty: 06.02.2025

Cropitka: 2/3
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CEPTU®DIKAT AKOCTI

KRKA

KPKA, a. a., Hoso mecTo
YNPABMIHHA AKICTIO
{limap'ewka yecta 6
8501 Hoso mecTo
CnoBeHis

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

Kop Ne: 7H9864

Enan® - H, Tabnetku no 10 mr/25 mr Ne 60
KpaiHa-BUpOGHUK: CnoseHin

nikapcbka thopma: TabneTku

1 taBneTtka MicTUTL 10 Mr eHananpuny maneary i 25 mr rigpoxnopoTiasnay

pO3Mip | TUN NakyBaHHA: N0 10 TaBneTok B GnicTepi; no 6 GnictepiB y Kopobui

Homep cepil: NN6861

Nata supobHuiTea: 11.2024 maTa 3aKiHUYEHHs! TEPMIHY NPUAATHOCTI: 11.2029
Haapa nokasHWkis Cneuudikayia PeaysbTatit BUNpobysaHs MNp.*
Po3uyHEHHS eHananpuny He meHwe 80 % (Q) i 3a3HaqeHol KinbKocTi 96 -99 A
Manearty npotarom 30 xBUnNuH

(3a3HaueHa KinbKICTb eHananpuny marneaty: 10

mritabneTka)
MikpoBionorivHa aKicTb — He Ginblue 1000 KYO 8 11 - *1
3aranbHa KinbKicTb aepobHux
mikpoopraniamis (TAMC)
MikpoBionorivHa aKicTe ~ He 6inbwe 100 KYO B 1T - *1
3aranbHa KinbKicTb
APDROKOBUX Ta NNICEHeBUX
rpubis (TYMC)
Mikpo6ionoriuHa AKicTb - BiacytHiB 11 - 1
Escherichia coli

Mp.* = MpuMiTka
*1 BunpobyBaHHA NPOBOANTECH sianosiaHo 4o Nporpamu (onucaxa e MK#)

[anuii cepTudikat AKOCTI MaE ENEKTPOHHUA nignuce.
CepTudixat CTROPEHO aBTOMaTUHO garifosaHolo KOMM'IOTEPHOK NPOrpamoio SAP.

[arta gpyky cepTudikaty: 06.02.2025

Cropitka: 3/3
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