JNEPKABHA CJIYKBA 3 IKAPCHKHX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHKAMM
Y JHIPOTETPOBCBHKIA OBJACTI

Tuinpo, ni.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €APIIOY 37070665

BUCHOBOK
Nnpo AKicTh BBe3eHOro B YKpainy JikapcbKoro 3acoly

26.02.2024 Ne 7836/24/04

KO-AMJIECCA

(HaMMCHYBaHHA TikapchKoro 3acofy 3ritHo 3 peecTpauiiHM 1OCBIAYEHHAM)
TaGaeriu mo 8 mr/2,5 Mr/5 mr no 10 Taéaerox y 6:icrepi; mo 3 Guicrepu y KAPTOHHI#H
Kopooui

{(popma BUIyCKY, 103YBAUHA, BH/l TTAKYBAHHA Aikapcekoro 3aceby)

Homep peectpauitizoro mocsizvenns UA/14678/01/01 ctpox aii peectpauiiiioro nocsizaenns 01.01.2099

Cepis nikapcskoro 3acofy Ne DDS608 KinskicTb BRE3€HOTO Hikapekoro 3acoby 19051
Bupobuux KPKA , a.1. ,Hoeo mecto, CiloBeHis
(HaliMeHyBax R BHpoOHHKa Jlikapceroro 3acoly, kpaiHa NOXOMKEHHS)
BeeszeHo B YKpaiHy ToBapHCTBO 3 00MEKCHOIO pinmoeinaaesnicTio '"BaJM", inenr, kon:
31816235

(naimenysaans Ta ko 3a CJIPIIOY opuan4rol ocolu abo npizsuLLe, iM'A, 10 DaTEKOB
diznanol 0cobH - nianpuemus, i Micue MPOKMBAHHS Ta peectpaiifimit HoMep obntikoBo
KAPTKH TINATHUKA NMoAaTkis aGo cepis T8 HOMEp [ACNOpTa)

TpoToxon BlsyasHoro koutpoio six 21.02.2024 N 07-01/386/1.

3a pe3ynbTaTaMH JIEPXaBHOTO KOHTPONIO BCTAHOBJICHO, IO nikapcekuii 3aci6 BBe3eHo B YKpaiRy 3
AOTPHMAHHAM BuMOr 3aKOHOAABCTBA IIIOAC 3aGe3neueHna AKOCTI NikapCLKHX 3ac00iB.

B. 0. HauanbpHKEKa JlepxasHoi cioyxbu 3
NiKapchKHX 3acobiB Ta KOHTPOJIO 32
HApKOTHKAMH Y JIHIIpOTETPOBCEKIH
obnacri

9\ .
o (riitanm Ta npiseHIIe)

%\
2\

Hikitivera Oxcana +38(066)345-41-71



(T4 KRKN

KPKA, a. a., Hoo mecTo
CEPTUDIKAT AKOCTI F;Ap::xﬂ;:ngﬂo
8501 Hoso mecTo

CnoBeHin
Ten.: +3868 7 3312 111

En. nowra: info@@krka.biz

Kog, Ne: 7F8417

Ko-Amnecca, Tabnerku no 8 mr/2,5 mr/S mr Ne 30

kpaiHa-eupobHuk: Cnoeenin

1 Tabnerka MICTUTL 8 MT nepunagonpuny TepT-GyTunaminy, 2,5 mr inpanamigy Ta 5 mr amnogunivy (y surnsai
amnoauniHy 6ecunarty)

nikapcbka hopma: TaGnerku

poawmip | Tvn makysaxHa: no 10 rabnerok y 6nictepi; no 3 6nicrepu y kapToHHi xopobul

Homep cepii: DD5608

Aata supobunursa: 12.2023 |.Eta1-a 3akiHYeHHs TepMiHy npugaTHocTi: 12.2026
PeecTpadiitHe nocaigyeHHs No:

UA - UA/14678/01/01

Hasea | agpeca enpoGHuka, BionoeinankHoOro 3a Bunyck cepii: | iLeHaiA Ha BUpoBHULTEO Ne:
KPKA a.a., HoBo MecTo 800-13/2018-8

Llimap’cka uecra 6

Hoeo mecto, 8501, CnoeeHin

Poawmip cepii: 56.011 LT

Lium nigTeepakylo, Wo BuLeHaBeaeHa iHOPMaLIs € AOCTOBIPHOIO Ta TouHow. [aHa cepls npoaykuil Gyna empo6neHa
(BKMIOYAIO4M NaKyBaHHA/MAPKYBaHKA) | NPOIILLINA KOHTPONb AKOCTI Ha BULEBKadaHii AiNbHUYI B NOBHIM BlaNcBIgHOCTI i3
BuMoraMn GMP, BCTEHOBNEHWMMU MICUEBMM perynaTOPHUM OpraHoM, a TakoX y Bignosigocti Ao cneuwdikauil
peecTpauitHol AokyMedTauii, sateepmxkeHol B YkpaiHi AnA  AocnifpkysaHoro nikapceKkoro sacoby. [MpoTokonw
aupoGHUUTBA, MaKyBaHHA | KOHTRONA AKOCTE NeperipeHi | BigrorigawTe BUMOraM GMP.

Cepin punywena y sinnoslgHoct iz gitouoio Bepcicio MKA UA/4678/01/01.

—_—

[ata BMAYCKY Ha PUHOK: /’_\ Ocoba, eignoplganxHa 3a sunyck N3 Ha puHoK

WCHOMN
14.02.2024 D L{‘j_\,\/?\\ Hina Kipap
; AT N\ ,
TOKY MEHTIB \3 -
\ o
Hanwii coprudbikat AKocT! Mae eNeKTPOHHWEA NinKe. Nara apyxy caprudsicary: 15.02.2024

CapTudikar cTBOpEHO ARTOMATHHHO BANIAOBAHOIO KOMN'TAPHOK Nporpamaon SAP. Croplhka: 1/3




CEPTUDIKAT AKOCTI

(74 KRKN

KPKA, a. ., Hoeo MecTo
YNPABNIHHA AKICTIO
Wimap'eiwka uecra 6
8501 Hoeo Mecto
CnoaeHina

Ten.: +386 7 3312111

En, nowra: info@krkabiz

Ko Ne; TF8417

aMnoauniny Gecunary)

Ko-Amnecca, Tabnetku no 8 mri2,5 mrf5 mr Ne 30
kpaiHa-eupofHuk: CnoseHin
1 TabneTka MicTHTL 8 Mr nepuHaonpuny TepT-6yTunaminy, 2,5 mr inganamigy Ta 5 Mr amnoauniny (y eurnagi

nikapcowka popma: TaGneTku
po3amip i Tun nakysanus: no 10 TabneTok y Gnlcrepl; no 3 6nicrepu y kaprounlit kopobul

Howmep cepli: DD5608

Hara supobHuurtea: 12.2023

|.ﬂaTa 3akiH4YeHHR TepMidy npyaaTtHocti: 12.20268

Hazba noka’lHukiB

Cneundlkanin

Posynbrati BunpoGyeams

Cnue

Bia Ginoro an Maitxe Sinoro Konsopy, Kpyrmi,

Bignoeizae

ABoCNYKn| TabneTiy 3 CROWEHUMM KpaAMU

CynyTHi gomituku —
gukeTtoninepavH

He Ginbwe 0,2 %

«=0,10

CynyTHi gomiwi —
nepuMaonPUNAaT

He 6inbwe 0,3 %

<={,10

CynyTil gomiwmm —
inganamigy gomiwka B

He Ginbtue 0,5 %

<=0,10

CynyTHI AOMILLIKKM ~
aMnoaunisy AoMilka O

He Ginbwe 0,3 %

<=0,10

CynyTHI JOMILLKA = OQMHUIHE

He Ginbwe 0,2 %

<=0,10

HeigeHTuchikosana noMituka
CynyThl gomlwkn — cyma

He Ginbwe 1,5 %

<= 0,10

QOnHOpIAHICTE AD3OBAHUX
OAMHKLL ~ oaHopiaHicTR
BMICTY NOpUHAGNPURY

| epOyminy

MpvAmanshe Ywcno {AV): He Ginblwe 15,0

33

OngHopigHlcTs Ao30BAHKMX
OAWHKLL — CAHOPIAHICTR

MpuiAmaneta wucno (AVY: He Ginbwe 15,0

1.9

EMICTY iHaanamigy
QaHopigHicTs A030BaHMX
QAMHULIL — QQHOPIQHICTL
| BMICTY aMnoguniHy

MpuidmanpHe uneno (AV): He Glnelwe 15,0

i)
//’;’.nun:r

Inenmuchikayla nepuHaonpuny
epbyminy — BEPX

M —

Yac yTPUMYBEHHA Niky NepUHAoNpUny Ve o
xpomarorpaml posunHy 3paska (SaS)M aiq_am

Yacy yTpuMyBaHHsA niky nepuHaonpyny, &
XPOMATOrpaM| POAYHHY cta

NOKYMET

InenmudpikaLlr neprHaONpUNY
apByminy — TLUX

Mnama Ha XpOMATOrpaMi posuMHY BpEskay Mae

pignoRiaaTh NpuBNKUsHO 33 aHaveHpsm: R, mlﬁ
38 pO3IMIPOM | KONLOPOM NNAMI Ha Ko i
PO34MHY CTEHAAPTY (SS)

laenTuibikauin inazraminy —
BEPX

Yac yTpumyBaHHA niky iHganamiay H.
poaunHy apaska {SaS) mae elanosinar
YTPUMYBEHHRA QiKY iHoanaMiny Ha Xpom
POsMUHY cTaHgapTy (SS)

lasHTdikayin inganaminy —
TLEX

MNMnAmMa Ha xpomatorpami poavHHy apaaia (SaS) mac
signosinark npubnuano 3a sHaveHHAM R, nputnusto
33 pOIMIPOM | KONBLOPOM MNAMI HE XpOMETOrpaMi

POSMKHY cTaHAAPTY {SS)

Danui ceprudbikaT AKOCTI Mae @NaKTPOHHMIA nlanue.
CapmchikaT cTROPBHO BBTOMATIMHO BANIAGBAHOIC KOMMTIOTEPHOK NPOrPaMOI0 SAP,

Jara apyky ceprwcbirary: 15.02.2024
Cropinxa: 2/3




CEPTU®IKAT AKOCTI

(T4 KRKA

KPKA, a. ., Hoeo MecTo
YNPABMIHHA AKCTIO

lmap'eiika yecra &
8501 Hoeo MecTo
Cnoesdist

Tan.: +386 7 3312 111

En, nowra: infof@krka.blz

Kon Ne: 7F8417

Ko-Amnacca, Tabnetxu

amnoaunivy Gacunary)

no 8 mr/2,5 Mri5 mr Ne 30

KpaiHa-BupoSHuK: CnoeeHis
1 rabnetka MicTuTL 8 Mr nepunaonpuny TepT-SyTunamivy, 2,5 Mr inganaminy Ta 5 Mr amnogunidy {y surnsai

nikapcbka ropma: TabneTku
poamip | TUN nakyaaHHA: no 10 TabneTok y 6nicrepl;: no 3 6nicrepm y kapToHHli kopo6ui

Homep cepli: DD5608

[ara supobuuyTea: 12.2023

lﬂa'ra 3aKiHYEHHA TepMiHy npuaatHocTi: 12.2026

Hassa nokasquie

Cneuwdikauia

PeayneTatv sunpobysaie

NPOTACM 20 XBWMMM

lneHTuixavin amnopuniny — | Hac yTpuMyBanHs niky amnoguniny Ha xpomarorpami | Blanosigae -
BEPX po34uHy 3pa3ka (SaS) Mae nignosigami yacy
YTPHMYBAHHA MiKy aMnoAuniHy Ha xpomarorpami
po3uMHy CTaHAapTy (SS)
laeHTudbikaya amnoguniby — [ TnAMa Ha xpoMaTorpami posumHy apasxa {Sas) mae Bianoslnae -
TUX slanos|gary npubnuano 3a aHaveHHAM Rf, npuGnuano
3a poamipom i konbopom nnaMi Ma XpoMaTorpami
PeAYMHY cTaKaapTy (S8)
KinsxicHwi Bmict 85 - 105 % Bin 3aaHauewoi KinbkocTi 102 -
nepuHacnpuny epbyMiny
KinbkicHui Bmict innanaminy [ 95 - 105 % Big sagHaqeHT KnbkooTi 100 -
KinoaicHuin BmicT amnoaunidy |95 - 105 % Bl 33aHaMeHOi kinkkocT 102 -
Posuurenns nepuHgonpuny | He menwe 80 % (Q) sin 3asnaqeHol kinbkooTi 96 -101 -
| epGyMiHy npoTAroM 20 XBUnuH
PosuuHoHHA iHAENaMigy Heg meHwe 75 % () sla sasHaveHoT kinbxocti 90 -84 -
NPOTArOM 45 XBUMTKH
PoaunHeHHs amnoguniqy He menwe 80 % (Q) sin sasvaveHoi kinbkoetl 93 -98 -

MikpoGionorivyHa AKicTs —
3aranbHa KiNbKicTe aepoliHmx

He Ginbwe 1000 KYO B8 11

*1

| mikpoopraHismis {TAMC)

MikpoSionoriiHa AKicThL -
3araneHa KINkKicT
BPINIKOBMX T2 NNICEHERNX

 pubia (TYMC)

He Ginbwe 100 KYQ e 1T

*

MikpoGlonarba akcTs -

BiocytHis1r

Escherlchla coli

*1

Mp.* = MpusiTea

*1 BUNPOBYRAHHA NPOBOANTLCA BIGNOBIOHO BO NPO

—_—
= ~35

(onwcarte by %
TOKY \‘.t'mjﬂﬁ\l_

Aanuit cepTudikar AkocTi Mae eneKTpoHHWA NiaNKe.
CopTudblkaT cTEOPEHO SRTOMATHYHO BANIMOBAHCID KOMM'IGTEPHOIO NPOPaMok SAP,

Hara Apywy ceprudpikary: 15.02.2024

CropiHka: 33




JEPAKABHA CJYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH y m. KHEBI

npos. Hanii Csirnnunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPI10Y 37079055

BUCHOBOK

NPo SIKICTL BBE3CHOr0 B Y KpaiHy JiKapesLKOro 3acody

12.02.2025 No 6501/25/26

KO-AMJIECCA

(uaiiMeHy BalHA ATKAPCHKOTO 3ac08Y 30 3 peceTpaLiitiM HOCBIMCHTISIM )
radaericn, 8 m17/2,5 mr/5 mr, 1o 10 Tabiacroxy Gaicrepi, o 3 Guicrepu y waprouniii xopobii

((I)O[)Mﬂ BHITYCRY, L0O3yBatlis, BHA HaKy Badig JIiKElpCl:KOl"O ‘3:\006)/)
Howmep peecrpauiiioro nocsimienns UA/14678/01/01 crpok il peectpauiiinoro nocsinienus 01.01.2099
Cepis nikapebxoro sacoby Ne DIE4141 KinbkicTb neesenoro aikapeskoro sacody 2160

BupoGHuk KPKA, ., Hoso mecro, Cllosenis

(naltmeny g BHpoBHAKA JHKAPCLROTO 3ac00y. kpaina NOXOAKEHN)

Bsesero s Ykpaitty Criftbliec YRPaTHCLKO-CTOHChKE HIANPHCMCTRO Y dopmi ropapucrea
3 oBGMekeitolo siurosigannrictio "Onrima-Mapm, JITJL", incrwer. wom:
21642228

(naiinenynanus Ta kojt 3a CJIPTIOY wopuwuiiol 0coOH abo npiinkie. iv'a. no Garbrosi Gissaiol
OCOBH - MIANPHEMILL 7T MICIE NPOARHBANIS Td peceTpattiiingit nomep OGAKOBOT KAPTRI HAATH IR
NOJATKIB aBo Cepis Ta NOMED HacnopTi)

Tporokon Bizyanbitoro wonrposio six 12.02,2025 N 335/01.10-25/21.

34 pesyibTaTaMi  ACPIKABIOIG  KOWTPOMIO  BETAUORNCHO, IO nikapewbkuit 3aci®  sseseno o Yipainy 3

NOTPHMAHHSIIM BuMOr 3aKOHOIABCTBA LLOAO0 3abesnedetig AKocTi Aikapehkux 3acodis.

#

2
B.o. HallaJ[I-)l'[I'lI%}@j
FlAs K

ﬁ/ W &
(nocanosa ocofAs
i #

Bikrop MAXHOBELLL

(rinnme) (inidaan Ta npisemine)




KPKA, a. a., Hoso mecTo
CEPTUDIKAT AKOCTI YNPABIIHHS AKICTHO

Wmap'eika uecta 6

8501 Hoso MecTO

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7TH5408

Ko-Amnecca, Tabnetku no 8 mr/2,5 mr/5 mr Ne 30

KpaiHa-BupobHuk: CrnoBeHin

1 TabneTka MicTUTL 8 Mr nepuHaCApPUNY TepT-6yTUnaminy, 2,5 Mr inganamiay Ta 5 Mr amnoaunidy (y surnagi
amnoauniny 6ecunary)

nikapceka hopma: TabneTku

po3Mip i TMn nakysaHHsi: no 10 TabneTok y 6nicrepi; no 3 6nicTepu y KapTOHHI% KopobUi

Homep cepii: DE4141

[ata supobHuurea; 06.2024 ‘ﬂaTa 3aKiHYEeHHA TepMidy npuaaTtHocTi: 06.2027
PeectpauiiiHe nocsigqeHHs Ne:

UA - UA/14678/01/01

Hasga i anpeca BupobHUKa, BignosigansHoro 3a sunyck cepii: | NiueHsis Ha BupobHuyTBO Ne:
KPKA n.4., HoBo mecTo 800-13/2018-6

lWimap’ewska Lecra 6

Hoeo mecTo, 8501, CnioBeHin

Poamip cepil: 67.351 WUT

Lium nigTeepaxyto, o BUllleHaBeneHa iHdopMallis € 4OCTOBIpHOIO Ta TouHow. [laHa cepist npoaykuii 6yna supobnexa
(BKNIOYAIOUM NAKyBaHHsA/MapKyBaHHS) | Npoilna KOHTPOIb AKOCTI Ha BULeBKasaHili AinbHULI B NOBHIA BignoBiAHOCTI i3
sumoramu GMP, BcTaHOBNEHWMU MICUEBUM peryriaTopHUM OpraHoM, a Takox Yy BignoeigHocTi Ao cneuudikallil
peecTpauitHol  gokymeHTauil, 3ateepaxeHol B YkpaiHi gns  gocnigxyBaHoro nikapcbkoro 3acoby. [lpoTokonu
BUPOBHULTBA, NaKyBaHHS | KOHTPOMA AKOCTI NepesipeHi i BignosigatoTe Bumoram GMP.

Cepisa BunyLieHa y BianosigHocTi i3 gitodoro sepciero MKA UA/14678/01/01.

[LaTta sunycky Ha puHoK: Ocoba, BignosigansHa 3a sunyck f13 Ha puHoK
23.09.2024 Hina Kipap
1
Sl / .
Kadren

Ood. 0009
by, 05022 Sy

Lannit cepTudikat AKOCTI Mae enekTPoHHUIA nianuc. [ata gpyky ceptudikaty: 30.01.2025
CepTudikaT cTBOPeHO aBTOMaTUYHO BanigoBaHOK KOMA'loTepHO nporpamoto SAP. Cropinka: 1/3




CEPTU®DIKAT AKOCTI

KPKA, a. a., Hoso mecto
YNPABIIHHSA SKICTHO
Lmap'eluka tecta 6
8501 Hoso mecTo
CnogeHis

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

Kop Ne: 7H5408
Ko-Amnecca, Tabnetku no 8 mr/2,5 mr/5 mr Ne 30
kpaiHa-Bupo6Huk: CrioseHis
1 TaBneTka MICTUTL 8 MI NepuHAONPUNY TepT-6yTUNaminy, 2,5 Mr inganamigy Ta 5 Mr amnoauniuy (y BUrnagi
amnoaunivy 6ecunary)
nikapcuka popma: TabneTkm
po3mip i TMN nakyBaHHa: no 10 TabneTok y Gnictepi; no 3 6nictepun y KapTOHHI Kopobui
Homep cepii: DE4141
Jara supobHuuTea: 06.2024 ‘,D.aTa 3aKiHYeHHs TepMiHy npugaTHocTi: 06.2027
Haspa nokasHukis Cneuudikauis PesynstaTty BunpobysaHb MNp.*
Onuc Big 6inoro fjo Maixe Binoro kKoneLopy, Kpyni, Bignosinae -
ﬂBOOﬂyKJ'Ii TabneTkn 3i CKOWEHUMN KpagMu
CynyTHi LOMILLKN — He 6inbwe 0,2 % <=0,10 -
fuKkeToninepasut
CynyTHi BOMIWKK — He 6inbwe 0.3 % <= 0,10 -
nepuHgonpunar
CynyTHi 4OMILLKN — He 6inbie 0,5 % <=0,10 -
iHganamigy gomitixa B
CynyTHi AOMILLKY — He 6inbwe 0,3 % <=0,10 -
amnoauniny gomiwka D
CynyTHi AoMilkK — opuHuiKa | He Binbwe 0,2 % <= 0,10 -
HeifeHT1ikoBaHa AoMilLKa
CynyTHi goMiluku — cyma He Ginbwe 1,5 % <=0,10 -
OnHopiaHICTL 4O30BAHUX MpuitmansHe yucno (AV): He Binble 15,0 21 -
OAVHULEL — OAHOPIAHICTL
BMIiCTY NepuHaonpuny
epbymiHy
OaHopiAHICTE A030BAHNUX MpuiimaneHe Yucno (AV): He Ginbwe 15,0 1,6 -
OAUHULL — OAHOPIAHICTE
BMICTY iHZanamiay
OpaHopiaHicTb o30BaHWUX MpuimansHe Yucno (AV): He binswe 15,0 2,0 -
OUHULL — OOHOPIAHICTS
BMICTY amniogunivy
lneHTudikauis nepuHaonpuny | Hac yTprMmyBaHHa niky NepuHaonpuny Ha Binnosipae -
epbyminy — BEPX xpomaTorpami poaunHy apaska (SaS) mae signosigartu
Yacy yTpuMyBaHHs niky nepuHaonpuny Ha
xpoMaTorpami po3yuHy cTaHaapTy (SS)
|aeHTUdbikavis nepunaonpuny | MnsmMa Ha xpomaTorpami posuuHy 3paska (SaS) mae Bianosipae -
epbymiry — TILIX sianosigaTi npubnuado 3a sHadeHHaM Rf, npubnusHo
32 PO3MIPOM i KOMBOPOM NNSIMI Ha XpomaTorpami
po3uuHy cTaHaapty (SS)
loeHTudbikauis iHaanamigy — | Yac yTpumyBsasHs niky iHaanamigy Ha xpomatorpami Binnosipae -
BEPX posuuHy 3paska (SaS) mae signosifatu Yacy
yTPUMYBAHHA NiKy iHAanaMigy Ha xpomarorpami
po3uuHy ctaHaapTy (SS)
laeHTUdiKauis iHganamigy — | Mnsma Ha xpomartorpami po3uynHy 3paska (SaS) mae Binnosipae -
TWX BiANoBinaTM NPUBNM3HO 3a 3HaueHHaM Rf, npubnuaxo
32 PO3MIPOM | KONLOPOM NNAMI Ha XpOMaTorpami
po3yuHy ctasaapty (S8)

[NaHuit cepTudikaT SKOCTI Mae eneKTPOHHUIA NigNuc.
CepTudikaT cTBOPEHO aBTOMaTUYHO BanifoBaHOK KOMM'toTepHOI Nporpamoto SAP.

Hata apyky cepTtvdikaty. 30.01.2025
CropiHka: 2/3




CEPTU®DIKAT AKOCTI

KPKA, 4. a., Hoso mecto
YNPABIIHHA AKICTHO

Wmap'ewka uecra 6

8501 Hoso mecTo
CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7TH5408
Ko-Amnecca, Tabrnetku no 8 mr/2,5 mr/5 mr Ne 30
KpaiHa-BupoBHuK: CnoBeHis
1 TaBneTka MICTUTL 8 MF nepuHAONpUNY TepT-6yTUnamixy, 2,5 Mr inaanamiay Ta 5 Mr amnoaunivy (y Burnsai
amnoguniny 6ecunary)
nikapcbka dpopma: TabneTku
po3Mip i TN nakyeaxHsA: no 10 Tabnetok y Gnictepi; no 3 6nicrepu y KapTOHHI kopobui
Homep cepii: DE4141
[ata supobruuTsa: 06.2024 I,DaTa 3akiH4EHHA TepMiHy npuaatHocTi: 06.2027
HasBa nokasHukis Cneuvdixauis PeaynbTaty BUnpobysaHb Mp.*
laeHTUdIKalIR amMioanniHy — | Yac yrpumyBaHHa Niky aMnoaunity Ha xpomatorpami | Bianosinae -
BEPX po3uHy 3paska (SaS) mae signosifart yacy
YTPUMYBaHHS Miky aMnoauniHy Ha xpomaTtorpami
po3yuHy cTaHsgapTy (SS)
laeHTudikallia amnogunivy — | Mnama Ha xpomaTorpami poauuHy apaska (SaS) mae Bignoeigae B
TWX signogigaTv NpubnuaHo 3a sHaveHHsim Rf, npubnusHo
33 pO3MipOM i KONLOPOM NIISMI HA XpOMaTOrpami
poayuHy ctaHaapTy (SS)
KinbkicHuit BmicT 95 - 105 % BifA 3a3HaYEHO! KiNbKOCTI 101 2
nepuHgonpuny epbyminy
KinokicHuit BMicT inaanamiay | 95 - 105 % Bin 3a3HaveHo’ KinbkocTi 100 =
KinbkicHui BMicT amnogunity | 95 - 105 % Big 3a3HaueHo KinbkocTi 102 -
Po3unHeHHs nepurponpuny | He Menwe 80 % (Q) sig 3aaHaueHoi kinbkocTi 95 -98 =
epbyminy npoTarom 20 XBUNUH
Po3uuHeHHs inganaminy He meHwe 75 % (Q) Bia 3a3HaueHo KiNbKOCTi 92 -95 -
npoTarom 45 xsunud
PoaymHeHHs amnoguniny He meHwe 80 % (Q) sig 3a3HayeHol KirbKkocTi 90 -95 -
npoTsarom 20 XBUAUH
MikpobionoriyHa sKicTe ~ He Binbwe 1000 KYO B 11 - *1
3aranbHa KinbKicTh aepobHUX
mixkpoopraHiamia (TAMC)
Mikpo6ionorivHa AKicTe — He Binbwe 100 KYOB 1T - “1
3aransHa KinbKicTb
[PPKIXOBUX Ta NNiceHeBUX
rpubis (TYMC)
MikpoBionoriyHa aKicTb - BincytHis 1r - *1
Escherichia coli

Mp.* = Mpumitka

*{ BUNPoBYBaHHA NPOBOAWTLCS BIANOBIAHO A0 NPOrpamMu (onucaxa B MKH)

Nanuit cepTudikaT AKOCTI Mae enekTPOHHWA Nianuc.
CepTudikaT CTBOPEHO aBTOMATUYHO BaiA0BaHOI0 KOMIMTIOTEPHOK NPOrpamoro SAP.

[ara gpyky cepTudikaty: 30.01.2025

CropiHka: 3/3







JAEPKABHA CJIIYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KUEBI

npos. Hanxii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €ZIPTIOY 37079055

BUCHOBOK
Npo sSIKICTh BBE3EHOro B YKpaiHy JiKkapchbKoro 3acofy

10.03.2025 Ne 12048/25/26

KO-AMUIECCA

(HalimenyBanus fikapcehkoro 3acoGy 3rigio 3 peectpauilinum nocsinueHsv)
TabJericu, 8 Mr/2,5 mr/5 mr no 10 Tabaerok y 6aicrepi; mo 3 6aicrepn y kapronmiii KOpoOui

((popma Bunycky, 103yBaHHs, BUA NaKyBaHHA TIKAPCHKOrO 3ac06Y)
Homep peectpauiiinoro nocsinuenns UA/14678/01/01 crpox aii peectpauiiinoro nocsinuenns HEOOMEXEH I
Cepis nikapeskoro sacoby Ne DE8674 Kinbkicts BBe3eHOro Nikapchkoro sacoby 7080

Bupo6Huk KPKA, n.1., Hoso mecto, Crosenis

(HafmenyBanHs BUPOGHHKA Jikapcbkoro 3acoly, kpaiHa MOXOMKEHHS!)

Crinbue ykpaincbko-ecToHcbKe mixnpuemMerso y gpopmi TOBApHCTBA
Bseseno B Ykpainy 3 oGmexenoio Bixnosixanasuicrio "OnriMa-®apm, JITI", inenr. xon:
21642228

(nafimenysanns Ta kox 3a €JIPITOY wopuauunoi ocobu abo npissuuLe, iM's, no Garbkosi Qizuunof
0colu - mianpuemu, i Micue npoxuBanis Ta peecTpaiiituii Homep 06J1iKOBOT KAPTKH IIATHUKA
noaatkis ao cepist Ta HOMEp nacnopra)

[Iporokoa Bisyaneuoro konrpomo sin 10.03.2025 Ne 667/01.10-25/64.

3a  pesynbTaTamu  [EpHKAaBHOTO KOHTPOMIO BCTAHOBNEHO, IO HiKapC/:KHﬁ saci6 BBeseHo B Vkpainy 3
AOTPHMAHHAM 3aKOHOJABCTBA 1O 3abe3neueHHs sIKOCTi ?@’pcwux 3acobiB.
i

Muxkona XOJIOIEHKO

OHTPOJIIO) (nianuc) (iniuiany ta npispuine)




KRKI

KPKA, a. 4., Hoso mecto
CEPTUDIKAT AKOCTI YNPABMIHHA AKICTIO
Wmap'ewka uecta 6
8501 Hoso mecTo
CroseHist
Ten.: +386 7 3312 111
En. nowra; info@krka.biz

Kog Ne; 7TH5408

Ko-Amnecca, Tabnetku no 8 mr/2,5 mr/5 mr Ne 30

KpaiHa-BMpoGHUK: CrioBeHist

1 TabneTka MicTUTL 8 Mr nepuHAONpUNYy TepT-6yTUnaminy, 2,5 Mr iHaanamiay Ta 5 Mr amnoguniny (y surnsai
amnoguniny 6ecunary)

nixapcbka cdpopma: Tabnerim

po3mip i TMR NakyBaHHs: No 10 TabneTok y Gnictepi; no 3 Gnicrepn y KapTOHHIW kopobui

Homep cepil: DE8674

[ara supobHuuTea: 07.2024 lﬂaTa 3aKiHYEHHSA TepMiHy npuaaTHocTi: 07.2027
PeecTpalliiiHe nocigyeHHs Ne:

UA - UA/14678/01/01

Hassa i agpeca BUpoBHWKa, BiANOBIAANLHOTO 3a BUNYCK cepii: | JliueHsis Ha BUPOGHULTBO No:
KPKA a.4., HoBo mecTto 800-13/2018-6

Wmap’ewka wecra 6

Hoeo MecTto, 8501, CnoBeHis

Poamip cepii: 77.182 LUT

Lium niaTeepaxyio, Wo BullleHaBedeHa iHpopmallis e [I0CTOBIpHOIO Ta TouHo. flaHa cepis npoaykuii Gyna supobneHa
(BKNIOYAIOYM NaKyBaHHS/MapKyBaHHS) i NpoHLINa KOHTPOIb AKOCTI Ha BULLEBKa3aHil AiNbHULI B NOBHIA BiANOBIAHOCTI i3
BuMoramy GMP, BCTaHOBMEHWMU MICLLEBUM PEryNATOPHUM OpraHoMm, a TakoxX Yy BignogigHocTi [0 cneuudikadii
peecTpaliiHoi  AokyMeHTauil, saTBepmkeHol B Ykpaidi Ans  [oChimKyBaHOro nixapcbkoro 3acoby. [lpoTokonu
BUPOBHULITBA, NaKyBaHHs! | KOHTPONS SKOCTI NepesipeHi i BignosigatoTe Bumoram GMP.

Cepis BunylLeHa y BignosigHocTi ia aitoyoro Bepcieo MKHA UA/14678/01/01.

[laTa BuUnycky Ha PUHOK: Ocoba, BignosigansHa 3a Bunyck /13 Ha pUHOK
15.01.2025 HiHa Kipap

1
I AT

Danunii cepTudikat SKOCTi Mag enekTpoHHUA nignuc. Hara apyky ceptudikaty: 21.02.2025
CepTudikaT CTBOPEHO aBTOMaTUYHO BaniA0BaHOK KOMT'IOTEPHO NPOrpaMoto SAP. CropiHka: 1/3
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CEPTUDIKAT AKOCTI

KRIKMA

KPKA, o. 4., HoBo mecTo
YAPABJIHHA AKICTIO
lmap'ewxa uecta 6
8501 HoBo mecTo
CnoseHis

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

Kop Ne; 7H5408

amnoauniny 6ecunary)

Ko-AMnecca, TabneTky no 8 mr/2,5 mr/5 mr Ne 30
kpaiHa-BupoBHuK: CrnoBeHis
1 TabneTka MICTUTb 8 Mr nepMHZONPUIY TepT-6yTUNaMiHy, 2,5 mr inganaminy Ta 5 Mr amnoauniny (y Burnsagi

nikapcbka dopma: TabneTku
poamip i Tun nakyeaHHs: no 10 TaGneTtok y 6nictepi; no 3 6nicTepu y KapTOHHI kopobui

Homep cepii: DE8674

[Nata supoBHuuTtea: 07.2024

|,ElaTa 3aKiHYeHHs TepMiHY NpuaaTHocri: 07.2027

Ha3spa nokasHukis

Cneuudikauis

PesynbTaTy BUNpodysaHb

Onue

Big Ginoro Ao Maibke Binoro konsopy, Kpyri,
ABOONYKIi TAGNETKU 3i CKOLIEHUMY Kpasmu

Bignosinae

TWX

8iANoBIAAaTH NPUGNN3HO 38 3HAYEHHAM Rf, npubnnsHo
3a po3MipoM i KONLOPOM MM Ha Xpomarorpami
po3qunHy cTaHaapTy (SS)

CynyTHi AOMiWKN ~ He 6inbwe 0,2 % <= 0,10 -
AukeToninepasuH
CynyTHi poMilLKy — He 6insiwe 0,3 % <=0,10 -
nepuHgonpunat
CynyTHi AOMILLIKN — He 6inbwe 0,5 % <= (0,10 -
iHnanamigy aomiwlka B
CynyTHi AOMILKU — He Ginbwe 0,3 % <=0,10 -
amnoauniny aomika D
CynyTHI fOMiLLKN — OOWHUYHA He 6inbwe 0,2 % <= 0,10 -
HeigeHTudikosaHa AoMiLIKa
CynyTHi AOMILLKK — CyMa He 6inbuwe 1,5 % <= 0,10 -
QOaHopigHICTL 4030BaARUX MpuitmaniHe Yucno (AV): He Ginbwe 15,0 2,9 -
OAUHULL — OAHOPIAHICTE
BMICTY NepuHponpuny
epbyMiHy
Op[HOPIQHICTL AO30BAHUX MpuitManeHe uncno (AV): He Ginblue 15,0 1,7 -
OAUHULb —~ OAHOPIAHICTL
BMICTY iHganamiay
OpaHopigHicTL [0308aHUX MpuitmansHe Yncno (AV): He Binbwe 15,0 1.9 -
OfAUHULb ~ OIHOPIAHICTL
BMICTY aMIoguniHy
lneHTUdiKaLia nepuHgonpuny | Hac yTpumyBaHHa niky nepuHaonpuny Ha Bignosigae -
epbyminy —BEPX xpomaTorpami poauuHy 3paska (SaS) mae BignosigaTu

yacy yTpUMYBaHHs Niky NepUHAoNPUY Ha

XpomaTorpami posymHy cTaHaapTy (SS)
|aeHTUdikauis nepunponpuny | Mnsma Ha xpomaTorpami poayuHy 3paska (Sas) mae Bignosinae -
epByminy — TWX pianosigaTH NpUBM3HO 3a 3HaueHHamM Rf, npnubnnsHo

32 PO3MIPOM i KONLOPOM NfIAMI Ha XxpomaTorpami

po3umnHy cTaHaapty (SS)
|aerTudikauis inganaminy — | HYac yrpumysanhs niky iHAanamigy Ha xpomartorpami Bignosinae -
BEPX poauuHy 3paska (SaS) mae signosinat Hacy

yTPUMYBaHHS Tliky iHAanamiay Ha XpomaTorpami

poaunHy cTaHgapty (SS)
|aeHTUdiKawis iHaanaminy — | Mnama Ha xpomatorpami posunHy 3paska (SaS) mae Bignosinae -

[anuit cepTudikaT SIKOCTi Mae enekTPOHHWA nianme.
CepTudhikaT CTBOPEHO aBTOMaTUYHO BaniAoBaHOK KoM toTepHolo nporpamoio SAP.

DNata apyky ceptudikaty: 21.02.2025
Cropitka: 2/3




KRK

KPKA, a. A., Hoso mecTo
CEPTUDIKAT AKOCTI VTIPABJIIHHSA SKICTIO
lImap'ewka uecta 6
8501 Hoso mecrto
CnoseHin
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kopg Ne: 7TH5408

Ko-AMniecca, TabneTku no 8 mr/2,5 mr/5 mr Ne 30

KpaiHa-BupobHUK: Cnosexis

1 TaBneTka MiCTUTbL 8 Mr nepuHaoNpuny TepT-GyTUnamivy, 2,5 Mr inpanamigy Ta 5 Mr amnoaunidy (y surnaai
amnopguniny 6ecunary)

nikapcbka chopma: TabneTku

po3amip i Tun nakyBaxHs: no 10 TabneTtok y 6nicrepi; no 3 GricTepy y KapTOHHIN Kopobui

Homep cepii: DE8674

[ata supoBHuutea; 07.2024 |£l,aTa 3aKiHUEHHs TepMiHy npuaaTHocTi: 07.2027

Hassa nokasHukis Cneumdikauisa PeaynbTaTy BUNpobysaHb Mp.*
laeHTudikauis ampoguniHy — | Yac yrpumysaHHs niky amnoauniHy Ha xpomarorpami | Bianosinae -
BEPX posuuHy apaska (SaS) mae signosifartu Yacy

YTPUMYBaHHSA MKy aMNOAUMIHY Ha XpoMaTorpami
poauuHy cTaHdapTy (SS)

IneHTudikatin amnoannivy — | Mnama Ha xpomaTtorpami posurHy 3paska (SaS) mae Bianosinae =
TWX BianosinaTy NnpubnNU3Ho 3a 3HaYEHHAM Rf, npubnuaxo
3a PO3MIPOM i KOMLOPOM MNAMI Ha xpomaTorpami
po34uHy cTaHaapTy (S8)

KinbKicHui BMICT 95 - 105 % Big 3a3Ha4eHoi KinbkocTi 102 -

nepuHaonpuny epbymiy

KinbkicHuit BmicT iHaanamigy | 95 - 105 % Bia 3a3Ha4eHOT KiNbKOCTi 100 -

KinbKicHUI BMicT amnoauniny | 95 - 105 % sig 3asHaueHol KinbkocTi 102 -

PoauvteHHst nepuraonpany | He meHwe 80 % (Q) sia 3a3HaueHol KifbKoCTi 96 -100 =

epOyMiHy npoTarom 20 xBUNuH

PosuuHeHHs inganaminy He meHwe 75 % (Q) sig 3asHadyeHol KinbKocTi 91 -93 =
NpoTAroM 45 XBUNuH

Po3unHEHHS amnoauniHy He meHwe 80 % (Q) sin 3a3HaueHol KinbKocTi 94 .97 -
npotvsirom 20 XsUnuH

MikpobiororidHa AKicTb — He Ginblie 1000 KYO B 11 <10 *1

RaranbHa KinbKicTb aepobHuX
mikpoopraHiamis (TAMC)
MikpoGionoriuna AKicT — He 6inbwe 100 KYO B 11 <10 *1
3aranbHa KinekicTe
OPDKOXKOBUX Ta fITiCEHEBUX
rpu6is (TYMC)
Mikpo6ionoriyHa skicTb - BigcytHiB 11 Bignosinae *1
Escherichia coli
Mp.* = Npumitka
*1 BUNPOBYBaHHS NPOBOAWTLCA BIANOBIAHO A0 NPOrpamMu (onucana B MKA)

LlaHuit cepTudikaT AKOCTI Mae enexTPOHHWIA nianue. [ata apyky ceptudikaty: 21.02.2025
CepTudikaT CTBOPEHO aBTOMaTUUHO BaslifoBaHO0 KOMM'tOTEPHOI Nporpamoio SAP. CropiHka: 3/3
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