AEPKABHA CJIYKEBA 3 JIIKAPCLKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo SKiCThH BBe3eHOro B YKpaiHy Jikapehkoro 3aco0y
19.12.2024 Ne 68266/24/26
OPOMLILI®

(nafimenysanns nikapebkoro 3acoby 3riiHO 3 peccTpatifHIM NOCBIAYENHAM)
TPaHyJIH AJIsl opajibHol cycnensii, 125 mr/5 ma, no 60 ma y ckasinomy iakonis no 1
¢akony y KOMIUIEKTI 3 INPHIIOM /IS 0PATLHOTO BEEICHHS B Kopodui KapTrouuiii

(thopma Bunycky, AC3yBaHIs, BHA NaKyBaHHS 1KAPCEKOTO 3acoly)
Homep peectpauiiitoro nocsinuenns UA/5026/01/01 crpok aii peectpauiiinoro noceimuens HEOOMeKESHHI
Cepis nikapcekoro 3acoby Ne LA4528 KinbkicTe BRE3EHOIO Nikapeskoro 3acody 1240

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

(nafiMenyBanus BApoOHMKa NikapekKkoro 3aco0y. kpaiua MNOXOIKEHHS )

Bseseno B Yipaihy Crisibie yKpaincbKo-ecTOHChKE NANPHEMCTBO Y Ppopmi
TOBApUCTBA 3 0OMeReno10 BianoBinaakuicTio "OnTiMa-Mapwm,
JIT", inent. won: 21642228

(naiimenyBanns Ta ko 3a €APIMOY iopuanunoi ocobm abo npiseuie, iM's. Mo 6aTLKOBI
(hizuunol ocobu - nignpuemus, i micue npoxkuBanus Ta peccTpaitiiinmii Homep oGnikoBoi
KapTKH [1aTHHka noaatkis ao cepis Ta nomep nacnopra)

IpoTokon Bizyanbuoro kontpomio sin 19.12.2024 Ne 4276/67.

3a pesynbTaTaMH LepXABHONO KOHTPOJIO BCTAHOBAEHO, L0 Jlikapcekuii> 3acid  BeeseHO B Ykpainy 3

|,W006in.

AOTPHUMAHHAM BYMOELIIKOHOAABCTBA L1010 3a6e3neueHts skocTi ni

Mukona XOJIOJEHKO

(ninmuc) (iniwiasmm Ta npissuie)

TRIAL MODE - a valid license will remove this message. See the keywords property of this PDF for mare information.



KPKA, 4. 4., Hoso MecTo
CEPTU®DIKAT AKOCTI YMPABTIHHSA SKICTIO

{limap'ewka Uecta 6

8501 Horo mecto

CnoseHis

Ten.: +386 7 3312 111

En. nowta: info@krka.biz

Kop Ne: 7G2182

®pominia® rpaHynu ans opansHoi cycneHsii, 125 mr/5 mn Ne 1

kpaiHa-Bupo6HUK: CriogeHis

5 Mn cycnersii Ans opankHOro 3acToCyBaHHA (1 wnpuu) MicTuTL 125 Mr KnapuTpoMiunHy

nikapchbka hopma: rpaHynu aAns opansHoi cycneHsil

pO3Mip | TUN NakyBaHHs: no 60 Mn y cknsHOMY cdnakoni; no 1 donakory y KOMNMeKTi 3 WNpuuom AN opankHoro
BBeAEHHA B KAPTOHHIW Kopobui
Homep cepii: LA4528

Oata supobhuyrea; 10.2024
PeecTpaLiitHe nocaifqerHs Ne:
UA - UA/5026/01/01

‘,D,aTa 3aKiHYeHHs TepMiHy npuaaTrocTi: 10.2026

Ha3sa i anpeca BMpoBHUKa, BIANOBIAANEHOrO 3@ BUNYCK cepii: |Niuensis Ha BUpoBHMLTBO Ne:
KPKA a.a., HoBo mecTo 800-16/2024-4

Lmap’ewka yecta 6

Hogo mecTo, 8501, CnoBeHis

Posmip cepii: 4.840 LUT

Lium nigTeepaxyto, Wo BuUleHaBeaeHa iHopMalis € AOCTOBIPHOKD Ta TOYHOIO. [aHa cepia npoaykuii 6yna supobnerHa
(BKNHOYAOYU NakyBaHHA/MapKyBaHHA) i NPoALINa KOHTPONk AKOCTI Ha BULLEBKA3aHI AiNbHULI B NOBHIA signosiaHocT i3
suMoramMu GMP, BCTAHOBNEHWMU MICLEBUM PEryNATOPHUM OpraHoM, a Takox vy gifnosigHocTi A0 cneuvdikauif
peecTpauiiHol [OKyMeHTalii, 3aTBepaxeHol B YkpaiHi Ana  A0CNiAXyBaHoro nikapcekoro 3acofy. [MpoTokonu
BUPOBHULTBA, NaKyBaHHA | KOHTPONS akocTi nepesipeHi i BiAnosigatTe BUMOram GMP.

Cepist BUNywieHa y BIANOBIAHOCTI i3 Ailo4oto sepcicto MKA UA/5026/01/01.

Ocoba, BianosigansHa 3a sunyck [13 Ha puHok

[ara BuNycKy Ha PUHOK:
MaTes |BaHyluy

27.11.2024

DNaknit cepTudikaT AKOCTI Mae eneKTPOHHWIA nianmc. Lava apyky ceptudpikary: 27.11.2024
CepTudixkat cTBOPEHO aBTOMaTUYHO BanifoBaHOK KOMM'IOTEPHOK NPOrpamoto SAP. Cropidka: 1/3
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CEPTU®IKAT AKOCTI

KPKA, a. a., Hoso mecTo
YMPABIIHHA SKICTHO
[Lmap'suika LecTa 6
8501 Hoso Meci1o
CnoseHis

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

Kop, Ne: 7G2182
®pominia® rpaHyny Ans opanbHoi cycneHsii, 125 mr/5 mn Ne 1
KpaiHa-Bupo6HuK: CnoseHin
5 Mn cycreHsii ana opankHOro 3acTocyBaHHA (1 wnpwu) MicTuts 125 Mr KNnapuTpoMiuunHy
nikapcbka chopma: rpaHynmu ans opanbHoi cycnensii
po3Mip i TUN NakyBaHHsaA: no 60 MA y cknAHOMY chnakoHi; no 1 pnakoHy y KOMMOMEeKTi 3 WnpuiomM Ang opanksHoro
BBEOeHHA B KApTOHHIN kopobui
Homep cepii: LA4528
[ata supobruuTea: 10.2024 |ﬂaTa 3aKiHUeHHs TepMiHy npugaTHocti: 10.2026
Haaga nokasHukis Cneumndikauis PeaynbTaTn BUNpobysarb Mp.*
Onuc rpanyn ManeHbKi HeogHopiaHi rpanynk Big Binoro Ao maike | Bignosigae -
Binoro konsbopy 3 6aHaHOBWM apOMaTOM.
Onuc cycnexaii 3asHaueHy KINbKICTb OYMLLEHOT BOAW NEPEHOCATD Y Bignosinae -
hnaKoH 3 rpaHynamu i CTpyLlyoTh 6nuabko 30 cekyHA.
[oToBa CycneH3ia roMoreHHa, XOBTYBaTO-BiNOro
konbopy 3 6aHaHOBUM 8POMATOM.
OfHopiAHICTL Macu 403, Wo He Binblue OBOX IHAMBIAYANbHAX Mac BIOXUNALTLCA Bianosinae -
BUTAFAKTHCH 3 Bi cepeaHboi Mack Binsule Hix Ha 10 %, i wofaHa 3
BaraTof030BUX KOHTENHEPIB | HUX He NOBUHHA BiAXUNSTUCS BIA CepefHBOT Macu
Hinwlie HiX Ha 20 %
BTparta macu npu He 6inbwe 2,0 % 0.4
BUCYLLYBaHHI - Maca 3pasky.
1,0 1 rpaHyst — BakyyMm;
Temrepatypa BUCYWYBaHHS
60 °C, 4ac BucyuwyBaHHs 3
rog
3nHaderHs pH 40-50 4.8 -
|lneHTUdiKaLis TuTany Po3vuH B TUIAI CTAE Bifi KOBTOrO [10 NOMAapaH4eBoro ‘1
niokcuay KONbOPY
|neHTUdikauin Yac yTpumyBaHHa riky KNapuTpOMiLUHy Ha Bignosigae -
knapvTpoMituHy —-BEPX xpomaTorpami po3uuHy 3paska (SaS) mae sigrosinat1
yacy yTpuMyBaHHaA Niky KNapuTPOMILMHY Ha
XxpoMaTorpami posynHy cTaHaapTy (8S)
ineHTudhikauis kasnito copbaty | Hac yTpuMyBaHHa niky copBIHOBOT KUCNOTU Ha Bianosinae -
- BEPX XpomaTorpami po3uuHy 3paska (SaS) mae BignosinaT
Yacy yTpuUMyBaHHs Niky copBiHOBOI KUCNOTU Ha
Xxpomartorpami posuuHy craHaapTy (SS)
CynyTHi SOMiILLKY - He Ginbwe 2,0 % 0,5 -
[eKNaauHocin
knaputpomiuuHy (KLN-1)
CynyTHI LOMILLIKA - iHWi He Binbwe 1,0 % 0.3
oMHWYHI ineHTudikoBaHI Ta
HeineHTUdIKoBaHI
CynyTHi QOMiIlUKK — CyMa He 6inbwe 3,5 % 1,6 -
KinbKicHEe BU3HaYeHHA 92,5 - 107,5 % 8in 3a3HaueHol KinbKoCTi 99,4 -
KapUTROMILUHY
KinbkicHe suaHadeHns kaniio | 80,0 - 120,0 % Bify 333Ha4EHOI KINbKOCTI 103.4 .
copbaTty
MikpoBionoriuHa AkicTb — He Binbwe 1000 KYO B 1 ¢ - ‘2
3aranbHa KinbKicTh aepobHnx
mikpoopraHiamis (TAMC)

[anuit cepTudikat akocTi Mae enekTPOHHWA NianNuc.
CepTudbikaT CTBOPEHO aBTOMaTUHHO BaNi08aHOK KOMIKOTEPHOK NPOTPAMOI0 SAP.

[ata apyKky ceptudikary. 27.11.2024
CropiHka: 2/3



CEPTUDIKAT AKOCTI

KPKA, A, /1., Hoso mecto
YIIPABITIIHHA AKICTH

{llmap'etixa yecia 6

8501 Hoeo mecto
CnoseHis

Ten.: +386 7 3312 111

En. nowra: info/@krka.biz

Kop Ne: 7G2182

®pominia® rpaHynu ansa opanbHol cycneHsii, 125 mr/5 mn Ne 1
kpaiHa-Bupo6Huk: CroseHis
5 Mn cycneHsii ana opanbHOro 3acToCyBaHHA (1 wnpuu) MicTuTe 125 Mr KNapuTpoMiluuHy
nikapcbka chopma: rpaHynu ansa opanbHoi cycneHsii
PO3Mip | TUN NakyBaHHA: No 60 Mn y ckNAHOMY
BEEOEHHA B KAPTOHHIW kopobui

dnakoHi; 1o 1 dnakory y KOMMNEKTI 3 WNPULLOM ANA 0pansHoro

Homep cepii: LA4528

[aTa supoBHuurea: 10.2024

lﬂ,aTa 3aKiHYeHHs TepMiHy npugaTHocTi: 10.2026

MikpobionorivHa AKicTh -
Escherichia coli

BigcytHis 1r

Hassa NoxkasHukis Cneundikauis PeaynbTaTy BUnpobysatb Mp.'
MikpoBionoriyHa sKicTb — He 6inbuwe 100 KYO 8 11 - *2
3aranbHa KinekicTe
APBKOXKOBUX Ta NNiceHesnx
rpubis (TYMC)

- ‘2

Mp.* = MNpuMiTka

*1 He pyTuHHWiA MeTop. BunpoBysanHs NPoBOANTLCS 1 pas Ha pik.

*2 BunpoBysanHHa NPOBOAUTLCH BIANOBIAHO 10 NPOTpamMu (onucana B MK#)

[aHuit cepTudikat SKocTi Mac eneKTPOHHWIA Nanuc.
CepTudikaT CTBOPEHO aBTOMaTUHHO Banif0BaHOK KOMM' IOTEPHOIO NPOrpamoio SAP. Cropitka: 3/3

[arta apyky ceptudikaty: 27.11 2024



AEPKABHA CJOYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIMPOINETPOBCBKIH OBJIACTI

Aninpo. nn.Cobopna.4. k. 601-605, 49005, +380 (66) 345-41-71
l:-mail: dls.dp@dls.gov.ua. Kog CAPIIOY 37070665

BUCHOBOK
11PO AIKICTh BBE3CHOT0 B YKpaiHy JiKapcbKoro 3acody
17.04.20625 Ne 18832/25/0411
OPOMUII®

{Haliveny BalHa Aikapebkoro 3acofy 3TiAHO 3 peecTpaUifiHin NOCBITYEHHAM)
rpany.u as opaibLHoT cyemensil, 125 mr/S mui, mo 60 mu y exiagHomy ¢aakoni; no 1 dpaaxony

Y KOMILTEKTI 3 HTIPHUOM IS OPAJILHOTO BBeJCHHS B KOPoOLli KAPTOHHI
(opaa BUMY CRY. JO3YBAHHA, B NAKYBAHHA RiKapckXoro 3acody}

Hosrep pecerpauitivoro nocsizuenns UA/S026/01/01 crpox aii peectpauiiivoro nocsiawenns 01.01.2099

Cepis aikapebkoro sacoby Ne LAS282 Kinukicts sBe3eHoro nikapcskoro sacoby 280
Bipodhite KPKA n.71. Hoso mecto, Cnoenis
(HaliMenVBaHHA BHPOOHUKE NiKapceKoro 3acofy, kpaiHa NOXOMAKEHHA}
Boeseno s Yicpainy TopapucTio 3 00MexkeHO0 BiAnoBinaabHicTIO "Ba/IM", inenT. xon:
31816235

{nafimenysanna ta koa 3a CAPITOY wopianuroi ocody abo npiseiiue, iM'a, no 6atekosi diznunoi
ocodit - nianpuesua, i Micue MpoknBaHAA Ta peectpauiidduil Hosep 0B1ikoBOT KADTKH MIATHHKE
noaarkis adc cepis Ta HOMEp nacnopTa)

ItpoTokoa sisya snoro konrpoio sia 16.04.2025 Ne 03-01/838/9.

4 pelysbTaTaMM  ACPKABHOTO  KOHTPOMKS  BCTAHOBIEHO, w0 JIkapceexuil  3aci®d  Beeleno B YKpalHy 3

AOTPHMAHHAM BHMOT 30KOHONABCTBA LWOM0 3a0¢3MEHEHHA AKOCTI TiKapchkux 3acodis,

18,0, HaUQILUHKA JlepKaBHOT C1yK0OH 3
JKAPCLIHX 3aC001B Ta KOHTPOIO 3a

P e poia 3a na JIPATAH
HapkoTukamin y JlninponeTpoBebkil
obnacTi

i
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JOKY NFTTIES
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(T4 KRKA

KPKA, . £., HoBD MecTo

YNPABMIHHA AKICTIO
CEPTU®DIKAT AKOCTI Ml i Lo 6

8501 Horo mecro

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kon Ne: 7G2182

dpominia® rpanynu Anr opanbHoi cycneHsii, 125 mr/5 mn Na 1

KpaiHa-Bupo6HUK: CnoBeHis

5 M cycnensii AnNA opankHOro 3acTocyBanHA (1 WNpUL) MicTHTL 125 Mr KnapuTpomiuuny

nikapcbKa chopsa: rpaHyny AnA opankHol cycnensii

PO3MIp | TUN NaKyBaHHA: No 60 Mn y cknAHomMy (hnakoHi; no 1 hnakoHy y KOMNNEKTi 3 WNPULLIOM ANS CpanbHOro
BEEAIEHHA B KapTOHHI# kopobui

Homep cepii: LA5282

Hata supoBuuuTea: 02,2025 |.ELaTa 38KIHYEHRSA TepMiHy npuaaTHocTi: 02.2027
PeecTpauiitde nocsigqeHHs Ne;

UA - UA/5026/01/01

Hasea | agpeca supoBHuka, BignosinantHoro 3a eunyck cepii: | Niuensia Ha BupoBHALTRO Ne:
KPKA a.a., Hoso mecTo 800-16/2024-4

Iimap’ewka yecra 6

Hoeo mecto, 8501, Cnomenln

Poamip cepii: 4.020 WUT

Lvm niaTeepaxyto, wo BuweHassaeHa iH¢opMaLis € AOCTOBIPHOK Ta TouHow. JaHa cepis npoaykuii 6yna eupobneHa
{BKNIONAKUY NAKYBaHHA/MAPKYBaHHA) | NPOALLNG KOHTPOSML SKOCTI HA BULLEBKA3aHIi AINbHULI B NOBHIE BignesigHocTi i3
BUMOraMin GMP, BCTAHOBMEHUMU MICUEBUM DeryNSTOPHAM OpraHoMm, @ TakoX Yy BianosigHocTi Ao cheyudikadil
peecrpauidHoi AokyMmeHTauil, saTBep/bkeHoi B YkpaiHi Ana  gocnimkysaHoro nikapebkoro  3acoby. [MpoTokonu
B8MpOSHKULITBA, NAKYBaHHSA | KOHTPONA AKOCTI NepesipeHi | signosinawTs BuMaram GMP.

Cepin Bunyiliena y signoeigHocri i3 ailouotlo sepcielo MKS UA/5026/01/01,

HfaTa sunyciky Ha puHok: ianoEigankHa 3a sunyc« J13 Ha puHeK

11.03.2025 Mapnik
Py s _ . '}'—
JOKYMEHTIB :
AaHuil copTUdiKaT AKOCTI MaE enekTROHHUE nlanKe. Hata apyky cepTudikary: 13.03.2025

CopTubikat cTBOPEHO ABTOMATHHHO BANINGBAHOID KOMM'TEPHRID NPorpaMolo SAP, Cropinka: 1/3




CEPTU®DIKAT AKOCTI

(T4 KRKA

KPKA, a. a.. Hoso mecTo
YOPABINIHHA AKICTIO
ttmap'ewxa yecta 6

8501 Hoeo mecto
Cnosenin

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

Koa Ne: 7G2182
®pominia® rpanynu ana opansHoOl cycnensii, 125 mr/5 mn Ne 1
kpaiHa-BMpoGHuK: CnoseHin
5 Mn cycnensii Ana opankHOro 3acTocyBaHHA (1 WNpUU) MICTUTE 125 Mr KNapUTPOMILIMHY
nikapckKa ¢opMa: rpaHyny ANS opankHoi cycneHaii
Po3mip | TMN nakyeaHHA: No 60 Mn y cknaroMy dnakoHi; no 1 hnakoHy y KoMnneKTl 3 WNPULOM ANA OpanbLHOro
BEEAEHHA B KAPTOHHIHA Kopo6ui
Howmep cepii: LA5282
Hara svpobunuytea: 02.2025 |ﬂa7a 3aKiHvYeHHA TepMiHy npuaaTtHocTi: 02,2027
Hazea nokasHWKIB Cneuwndikauia PeaynsTatn BnnpobyeaHb MNp.*
Onue rpatyn ManeHbki HeoaHopigHi rpaHynu eig 6inoro Ao madke | Bignoeigae -
Binoro konLopy 3 GaHEHOBUM BPOMATOM,
Onme cycneHail 3azHadeHy KINLKICTL OYMWIEHOT BOAM NEPBHOCRTS ¥ Binnceinae -
$nakeH 3 rpaHynamu i CTpyILYIOTE 6nuabko 30 cekyHA,
MoToRa cycnesia romoreHHa, weaTtysaTo-Ginora
RONL0PY 3 HAHAHOBUM APOMATOM.
OCpnopigHicTs Macy go3, wo | He Glnkiue aBoxX iHAMBIAYArLHUX MaC BIAXMAAKTLER Bigneeigae -
BUTArAKTLCA 3 8la copepnsoi Mack Binbwe Hix Ha 10 %, | xogHa 3
£araToa030BHX KOHTEHHEPIB | HUX He NOBKHHA BIAXUNATUCA Bl COPeAHLOT MacH
Ginbie Hbk Ha 20 %
Brpara macu npu He 6lnkwe 2,0 % 0.4 -
BHCYLLYBaHHI - MACa Jpasny:
1,0 r rpavyn; sakyym;
TeMneparypa BUCYILYBaHHRA;
60 *C; yac BucylyBanHa; 3
3HaueHHA pH 40-50 47 -
lasHTUMDIKELIR THTEHY Posvu4 @ TUrNi CTae Big MOBTOrO A0 NOMAREHYEBONO - *1
giokeuny KaTbOpY
laeHTUHixaLIA Yac yTpUMYBaHHA NiKy KNAPUTROMILMHY Ha Bianoeigae -
KnapuTpomiuuHy -BEPX XpoMaTorpami posunHy apaska (SaS) Mae pianoelgaru :
MACY YTPUMYBAHHA MiKY KNAPUTPOMILMHY Ha LCHOM0 N
Xpomarorpaml poauuHy cTangapTy (SS) I
laeHTudbicaLia kaniio copbaty |Yac yrpumysaHHa niky copBiHOBOY KUENOTH Ha E ’}{:\ =
-BEPX XpomaTorpadi poaumHy 3paska (SaS) mae signoeigaTu TOKY MEHTIB P
“ACY YTPMMYBaHHA NiKy copblikoRoT enoTv Ha 1] \%
xpomatorpam| posunHy cranaapTy (SS) uE Al M &
CyryTHi fromiLuy - He 6Ginbwe 2,0 % 0,51\ 3 AT )9 Jf’ "
BEKNafHOGIT A / o/
kapuTpoMiumry (KLN-1) WA Y/
CynyTHi SOMILLKK - iHwi Hs Ginbwe 1,0 % 4 )
OfMHUHI |asHTdiKOBaHI Ta
HeigeHTudiikopaHi
CynyTHl AoMiwim — cyma He Ginswe 3,5 % 1.8 -
KinbkicHe BU3Ha4eHHA 92,5 - 107.5 % BiA 3a3Ha4OHOT KiNbKOCTI 99,7 -
KNAPATPOMILIMHY
KinniicHe BuaHaqeHHA kanin | 80,0 - 120,0 % Bin 3a3Ha4eHOT KinbKOCTI 1040 -
copbary
MikpoGionorivHa AKicTE — He Ginbwe 1000 KYO R 11 0 *2
3aranbHa KnbKcTe 86POBHUX
MigpoopraHiamie {TAMC}

Danuii cepTudiikar AKOCTI Mag enexTPOHHWIA nianuce.

CepTucpikar cTBOPEHO aBTOMATHYHO BaNIAOBAHOK KOMN'IOTEPHOK NPOrpamMor SAP,

Dara apywy ceprudikaty: 13.03.2025
Cropinxa: 2/3



CEPTUDIKAT AKOCTI

( T4 KRKA

KPKA, a. 8., Hoso mecTo
¥MNPABMIHHA AKICTIO
imap'ewxa uecra 6

8501 Hoea mecTa
CnoeeHis

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

Kog Ne: 7G2182

®pominla® rpaHynu ana opansHol cycneHaii, 125 mri5 mn Ne 1
KpaiHa-BupoBHUK: CnoBeHin

5 mn cycnensii ANA opankHOro 3acTocysarna (1 Wnpuu) MicTUTL 125 Mr knapuTpomiyuHy
nikapckKa ¢opma: rpanynu gna opankHol cysnensii
po3wmip i TMN NaKyeaHHA: No 60 mn y cknaHoMy ¢hnakoHi; No 1 hnakoHy ¥ KOMMMEKTi 3 WNPULOM ANA OPanbHOro
BBEeAACHHA B KapToHHIil kopoGu)

Homep cepii: LA5282

fdata empobauurea: 02.2025

lﬂaTa 3aKiHYeHHA TepMiHy npuaaTHocTi: 02,2027

Hassa nokazhvkle

Creundikayia

PeaynsTatn snnpobyBaHb

Mp.*

Mikpobionoriyxa axicTe —
3aranbHa KinbKleTs
APIROKOBMX Ta NNICeHEBMX
rpuila (TYMC)

He Ginewe 100 KYQ &1

0

2

MikpoGionoriuHa AKicTb -
Escherichia coli

BigeytHia 1r

Bignoeinae

*2

Mp.* = Npwmitka

1 He pyTuHHWi MaToa. BunpoSyBaHHs RposcaMTLCA 1 pas Ha pik.
*2 sunpoByBaHHa NposoAWTLCH BianosigHo 4o Npofpami {oncana e MKA)

o, i é’
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HAanuit cepTudbikar AKocTi Mae eNEKTPOHHUEA NiANKUE.
CepTudhikar £TBOPEHO ARTOMATHYHO BANIAORAHOK KOMN'IOTEPHOIY nperpamolo SAP,

Oata npyky cepTucikary: 13.03,2025

CropiHka: 3/3




JEPXABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMMH
Y JIHIITPOIIETPOBCBLKIH OBJIACTI

Huinpo, nn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Koa €IPTIOY 37070665

BUCHOBOK
Npo AKICTH BBE3eHOT0 B YKpaiHy JIKapcbKoro 3acoly
11.08.2025 Ne 39180/25/0411
GPOMLIIA®

(naitMeHyBaHHs MKapchKOro 3aco0y 3riHO 3 peecTpalliitHUM MOCBITYCHHSM )
rPaHyJIH AJist 0paJibHOT cycneHsii, 125 Mr/S ma, no 60 ma y ckasaHomy diakowni; no 1
dJIAKOHY Y KOMILIEKTI 3 LINPHLIOM AJIsl OPAJIbHOTO BBeleHH: B Kopobui kapTouHii

(¢opMa BHITyCKY, IO3YBAHHSA, BHI TAKYBaHHA JIKapcbkoro 3acofy)

Homep peecrpauiitioro nocsimuents UA/5026/01/01 crpok aii peecrpauiitnoro nocsizuenus 01.01.2099

Cepis mixapcororo 3acoby Ne LASS80 KinLKiCTb BBE3EHOTO JiKapebkoro 3acoby 120
Bupobuux KPKA n.n1. Hoso mecto, CnoBenist
(HaliMeHyBaHHS BUpOOHHKa JiKapchbKoro 3acoly, KpaiHa Moxo/DxeHHst )
Beeseno B Ykpaiy ToBapucreo 3 o6mexenoro sianosiaaibdicTio "BaJlM", irenr. kon:
31816235

(HaliMeHyBaHHA Ta kol 2a €JIPIIOY ropumitzHoT ¢cobH abo 1Tpi3BMLIe, iM'S, 110 GaThKOBI
Gisuuroi ocobu - MANpHeMLL, il Miclie MPOXKUBaHHA Ta pecCTPALIHHII HoMCp 00MKOBROI
KapTKH ITIaTHHKa NoJaTKiB abo cepis Ta HOMep MaclopTa)

Mpotokon Bisyansnoroe xkonrposo sia 08.08.2025 N2 03-01/1811/131.

3a pe3yibTraTamMu  AEPIKABHOIO KOHTPOMIO BCTAHOBIEHO, INO JUKAPCEKMH 73acid BBeleHe B YKpaiHy 3
AOTPHMAHHSAM BHMOT 33aKOHOAABCTBA IMOAO 3a0e3MEHEHHA AKOCTI TIKAPChKHX 3aC00iB.

HauansHuk [ep:xapHoi ciyx0Ou 3

NKapChbKUX 3aCO0IB Ta KOHTPOJIIO 32
p . POl 34 Sna IPAT AH
HapKOTHKaMK y JIHinponeTpoBChkii
obnacri
(necanoBa ocofa OpraHy JepKaBHOro KOHTPOIIIO) (gt (iHiLIATTH Ta [TPI3BHILE)
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(L4 KRKN

KPKA, g. a., Hoso Mecto
CEPTU®IKAT SAKOCTI MIIRASRHHA mOCTiG
8501 Hoso mecto

CnopeHina
Ten,; +386 7 3312 111

En. nowra: info@krka.biz

Kon Ne: 712766
®pominia® rpanynu Ansa opaneHoi cycneHaii, 125 mri5 mn Ne 1

KpaiHa-BupobHUK: CnoreHinA
§ M cycneHsii AnA opanLHOro 3acTocyBaHHA (1 WNPUL) MICTUTE 125 Mr Knaputpomiuuny

nixapceka cdhopma: rpaHynu Ana opanbHOT cycneHsii
po3mip i Tun nakyaanHA: no 60 mn y cknsiHomy dinakosi; no 1 thnaKkoHy y KOMASIEKTi 3 WUNPULIOM ZNA OPanbHOro
BB8AGHHA B KAPTOHHINH xopobul
Homep cepii: LA5580
ara eupobauyTea: 04.2025 IJ.'laTa 3aKiH4eHHR TepMiny npupaTHocTi: 04.2027

PeccrpauifiHe nocsigueHHs Ne;
UA - UA/5026/01/01

Hassa i anpeca eupobHuka, pignoeiganbHoro aa Bunyck cepii: | JliueHsia Ha BupoBHULTEO Ne:
KPKA n.4., Hoso mecTo 800-16/2024-4

lilmap'cwka yecra 6

Horo mecro, 8501, Cnopenin

Poawmip cepii: 2.865 WIT

Lium nigTeepmxylo, Wo pueHaBeaeHa iHbopmauia € foCTOBIPHOIO Ta TouHow. flaHa cepia npoaykuii 6yra supobnexa
(BKNIOYaIOUMM naKyBaHHA/MAapKyBaHHA) | NPOALLLNa KOHTPONB AKOCTI Ha BULLeBKasaHIA QiNbHUUI B NOBHIA BignosigHocTi ia
BumMoramu GMP, BCTaHOBNEHUMM MICLEBUM perynATOpHUM OpraHoM, a TakoX Y BignoeigHocTi go cneundikay
peecTpaLliiHoi [OKyMeHTaufi, sateepaweHoi B Yipaidi ana AocnipxysaHoro nikapcbkoro aacoby. [potokonu
BUPOGHWLITBA, NAKyBaHHS | KOHTPOMA SIKOCT NepeBipeHi i siAnoBiaanTs sumoram GMP.

Cepis sunywena y signosigHocTi is aliowolo sepcieio MK UA/5026/01/01.

[aTta BUMyCKy Ha PUHOK: I i008iaansHa 3a Bunyck 13 Ha puHox
06.05.2025 L2, \Maren [BaHyLLIUM
s ”9,-_ MO
NOKYMEHTIB NG

Hanwii ceptrchikar AKoCTi Mae enekTpoHHW nianuc, Data gpyky ceprucpikarty: 08.05.2025
Cepmudiikar creopeHo aBToMaTMYHO BaNiAOBaHGID KOMM'ITepHOI Nporpamolo SAP. Cropinka: 1/3




(T4 KRKNA

KPKA, a. A., Hopo MecTo
YAPABNIHHA AKICTIO

CEPTU®DIKAT AKOCTI livap'owi@ yoora 6
8501 Hoso mecto
Cnoeetin
Ten.: +386 7 3312 111
En. nowra: info@krkabiz
Kog Ne: 712706
DpoMinia® rpanynu ANK opanbHOi cycneHais, 125 mri5 mn Ne 1
Kpaida-eupobHuk: CnoseHin
§ Mn cycnexsii AnA opanbHoro sacTocysaHHs (1 WNPUL) MICTUTE 125 Mr KNapUTPOMILUHY
nikapckka ropma: rpaHynu Ans opankHoi cycneHsii
PO23Mip i TUN NakyBaKnHA: no 60 Mn y cknaMomy dnakowl; no 1 (bnakoHy y KoMnnexTi 3 WNPULOM ANst OpanbHOro
BBEGHHA B KAPTOHHIA kopobdul
Homep cepii: LA5580
ara supobHuuTea: 04.2025 Iﬂ.a'ra 3aKiH4eHHA TepMiHY npuaaTHocTi; 04.2027
Hassa noxasHukles Cneuudikauia PeaynbTati BUnpoGysaHb {Ip.*
Onuc rpaHyn ManeHeii HeagHoplawi rpaHynm eig Glnoro Ao Marke Blanoeigae -
Ginoro konkopy 3 GaHanoeuM apoMaToM.
Onue cycnanait Sa3naueHy KINMLKICTE QUKLLIEHOT BOAM NEPSHOCATL ¥ Binnosinae -
(bnaxoH 3 rparynamu | CTpyLVIeTs Suskko 30 cekyHa.
[oT0Ba cycneHsin romMorenHa, oeTysato-Ginoro
KONbOPY 3 GaHAHOBUM apoMaToM.
OnHopigHleTs Mack 403, wo | He Ginswe apox inguelayansHUx Mac simxunAoTRCH Bignosinae -
BUTArAIOTLCA 3 eia cepeaAHeol Mack BinbLue HbK Ha 10 %, | xogHa 3
GaraTofozoeux Konrelinepls | HuX He nosuHKa BigXUNATUCH Bif COpPEHLOT MAtH
Sinbtue Hbx Ha 20 %
Brpata macu npu He Ginbure 2,0 % 0.5 -
BUCYLUYBAHHI - Maca apasxy:
1,0 r maHyn; sakyyM;
TeMNepaTypa BUCYLIYBaHHA;
80 °C,; yac sucywyparqn; 3
 ron
3uaveHHa pH 40-50 48 2
lnenmudbikavis TuTaHy Poauud B Twini cTae Big oeToro A0 nomapasyesore | - 1
ioKeuay HaMLopy
laeHmuchikaula Yac yTpumyBanHs niky lcnap Blanosigae -
KNapuTpoMiyuHy -BEPX xpoMararpaml posuuHy [EnoeigaTti
Hacy YTPUMYBaHHA Nik/KIfaprpomiLuny
XPOMETOrpami poav _,gapﬁz (SQ)
lnenudbikauis kaniio copBary |Yac yrpumysaHHs pﬂ%ﬁbl uerioTd Ra \ 3 Blanosigae -
—BEPX xpomMaTorpami poaviiy spasxa {SaS
YECY YTPUMYBaHH: Wﬁm
Xpomarorpami ol
CyfryThi AOMiwKM - He 6inswe 2,0 % \\© v/ /) [os8 -
AeknaguHocin % ‘ ‘, */
KnapurpomiumHy (KLN-1) 318 3.
CynyTHl AoMILLKNK - iHwf He Blnbwe 1,0 % "' dm.. M ;)‘ _\/:/ 0,28 -
oAuHWYHI ineHTudikoaaH| Ta o
HeigeHTudikosaH]
CynyTHi foMilka — cyma He 6inblue 35 % 1.1 -
KinskicHe sBuanavenHs 92,5 - 107,5 % ol agsHaqeHol KinekocT! 97,7 -
| KTAPMTROMILMHY
KinbkicHe euanavuenHsn kanin | 80,0 - 120,0 % sig 3asHaveHoT knbkocT| 104,3 -
copbary
MikpoBionoriuta skicTe — He Binbwe 1000 KYOB 1T - 2
SaransHa KinbkicTs aepobHUX
Mikpoopratlamis {TAMC)

AaHuii cepTudiikaT AKOCTI MAE ENEKTPOHHWA MIANUC.
Ceprudikar cTEOpEHO SATOMATIMHO BANINGEAHOIO KOMMN'IOTEPHOI0 Nporpamolo SAP,

Aata ppywy ceprudikary: 08.05.2025

Cropinxa; 213




(74 KRKN

KPKA, n. a., Hoso mecTo

YIMPABIIHHA RKICTIO
CEPTUDIKAT AKOCTI Wivag'ena yecta 6
8501 Hoso MecTo
CrosaHin
Ten.: +386 7 3312 111

En. nowra: info@krka.biz X

Kog Na: 712708
®pominin® rpanynu ans opansHoi cycneHsii, 125 Mr/5 mn Ne 1
kpaiHa-supobHuk: CnoeeHin
5 mMn cycneail gnst opankHoro sacTocyeanHa {1 wnpuy) micTuts 125 Mr KNapuTpOMiLMHYy
nlkapcuka dopma: rpaHynu gns opanubHoi cycnensli
PO3Mip | TN nakyeaHHR: no 60 mn Y CRIAHOMY cbnakoHi; mo 1 dinakony y komnnexti 2 UNpUUOM ANA OpansHOro
BBOAEGHHA B KAPTOHHIA Kopobui
Howmep cepii: LA5580
ara supobhuuTea; 04,2025 l.ﬂa‘ra 3aKiHYEHHA TepMiHy npuaartHocTi: 04.2027

Hasea nokasHukia Cneundikayis PesynbTatu sunpoGyeans, fp.~
MikpoBlonorivxa AxicTs - He Ginstue 100 KYQ B 11 - *2
JaranbHa Kineikics
APIREKOBUX TA MNiceHeBNX
rpuie (TYMC)
Mikpobionorivda skicTe - Bincymis1r - *2
Escherichla coli
Mp.* = NpuMitca
*“1 He pytuHHuii MeTog, BunpoSyeaHHa nposoguThes 1 pas Ha pik,

‘2 eunpoBysaHHA NPOBORMTLCH BigNORIGHO A0 nporpamu {onucaqa B MKH)
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Hanvil cepruddikar akocti mae BNeKTPOHHWEA nignuc. Aata ppyxy ceptudikary: 08.05.2025
Cepruthikar cTeopeHo aBTOMaTH4HO BAMACBAHOIC KOMITINTEPHO Nparpamoio SAP, Cropinka: 3/3
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