JTEPYKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hauii Ceitnuunof, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IIPTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3EHOro B Yipainy JlikapcsKroro 3acody

01.07.2024 Ne 33779/24/26

AMUIECCA

(HalimenyBanns nixkapchkoro 3acody 3riu1o 3 peecrpatlilitum nocsijauentsnm)
tabjerky no 8 mr/10 mr; no 10 radyerox y GJicrepi; 110 3 6aicrepn y KapTOHHIH KopoOui

((popma BrnyCKy, A03YBaHIIst, BIJL HAKYBAHIS NIKAPCLEOro 3acody)
Homep peectpauiitoro noceimuents UA/12846/01/04 crpox ait peectpauiiitioro nocsinuernns HEOOMEXKEHUH
Cepis nikapcekoro 3acoby Ne NN3344 KinbkicTi BaE3eHoro nikapeskoro 3acoby 2520

BupoGuuk KPKA, n.1., Hoso mMecro, Cnopenis

(nadmMeryBaris BUPOBIKKA JKaPCLKOro 3aco0y. kpailia MOXOMKEHHS)

CnisibHe ykpaiHCebKO-ecTOHChKE NMIANPHEMETBO y dopMmi ToBapHceTBa
BeeseHo B Ykpainy 3 oOMesxkenoro Bianoninansuicrio "Onrima-Oapm, JITH, inenr. kon:
21642228

(HadimenyBanus Ta koa 3a CAPHOY 1opuiano? ocobu abo npissiie, iM's, no Sarbkosi (hisuaHoi
0Cco6M - MianpUeMLL, 1T MICIIC NPOWHBaNIS TA peeCTpaLliifinnii novep 06nikoBoT KapTkH MIATHHKA
noarKin abo cepist T HoMEp nacnopTa)

MpoTtokosn Bisyansuoro koutposio sin 01.07.2024 N 2161/1.

3a pesyiabTaTaMM [AEpXABHOrO KOHTPOJIO  BCTAHOBJICHO, 110 Jikapchkiii  3aci®  BBeseHo B YkpaiHy 3

AOTPHUMAHHAM BUMOT 3aKOHOAABCTBA LOAO 3abe3nectins skocTi Jigphenknx 3acobis.

Hawansuaux Mukona XOJIOJEHKO
(mocanosa ocoba oprany neeziir:joro KOHTPOIO) (riijuic) (iniuianu Ta npiseuue)
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KPKA, 8. a., Hoso mecro

YMPABIIHH#A AKICTHO
CE PTM@BKAT %KOCTB Wmap'ewka yecra 6

8501 Hoso mecTo

Cnosenis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7H6489

Amsiecca, Tabnetky no 8 mr/10 mr Ne 30

xpaina-supodbHuk: Cnosenis

1 rabnevka mMicTuTe 8 Mr nepuxgonpuny TepT-GyTunaminy (o sianosinac 6,68 Mr nepungonpuny) ta 10 mr
amnioguniny (o signosigae 13,870 mr amnoguniny Gecnnary)

nikapebra dropma: TabneTru

po3mip i Tun nakysawHA: no 10 Tabnerox y Grictepi; no 3 GricTepu Y KapTOHKIN KOpoBui

Homep cepii: NN3344

[ata supobruirsa: 01.2024 lﬂaTa 3aKiHYEeHHS Tepminy npuaartHocTi: 01.2027
PeecTpaLliiine nocsiguerHs Ne:

UA - UAJ/12846/01/04

Hassa | agpeca supoGHyika, BiANosigansHOro 3a Bunyck cepii: | NlieHsia Ha BupoBHULTEO Ne:
KPKA a.4., Hoso mecto 800-13/2018-6

vap’ewka vecra &

Hoso mecto, 8501, Cnosenin

Posmip cepii: 54.160 LUT

Lviv nigreepaxyio, WO BulleHaBeseHa iRdopmMaLlis € 4OCTOBIPHOW Ta ToyHow. [laHa cepisi npoaykuii Byna supobneda
(BKIHHOYAIOUN NaKyBaHHA/MAPKYBaHHS) | NPOMLUNA KOHTPONb AKOCTI Ha BULLEBKA3aHIN AiNbHULI B noBHii BignosigHocTi i3
sumoramut GMP, BCTaHOBNEHUMI MICLIEBIM DPEryrisiTOPHAM OpraHoM, a TakoX Y BianosiaHocTi o cnelyudikalii
peecTpaLifiHol AoKyMeHTauil, 3aTeepaxeHol B YkpaiHi 4ns  [OCNiGXYBaHOrO NiKapcbKoro sacoby. [paToxony
BUPOBHULITBA, NaKYBaHHS | KOHTPONA AKOCTI NepesipeHi i signosifaTs BuMoram GMP,

Cepist Bunywera y signosiaHoCTI i3 gilouoto Bepcicio MK UA/M 2846/01/04.

[lara sunycky Ha PUHOK: Ocoba, signosigansha 3a sunyck 13 Ha puHok
10.06.2024 Hina Kipap

fovarme ydravil, o of.
Nove mesto

Oanui cepTudikar AKOCTI Mae ENEKTPOHKMIA Nignuc, Aara apyxy ceprucikary: 17.06.2024

Ceprudbikar CTBOPEHO aBTOMATUHO BANIZOBAHOIO KOMTIOTEPHOI fiporpamoic SAP. Cropinka: 1/3
4o CHME ﬂ%
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CEPTUDIKAT AKOCTI

L

ot

KPKA, a. 4., Hoso mecTo
YAPABSIIHHA AKICTIO
IUmap'eiuka yecra 6

8501 Hoso mecro
CnoseHis

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

Kopn Ne: 7H6489

Amniecca, Tabnetkyu no 8 mr/10 mr Ne 30
Kpaita-supolbHuK: Crosenis

1 rabnierka MicTuTe 8 Mr nepuxponpuny Tepr-6yTunaminy (o signosigac 6,68 Mr nepungonpuny) ta 10 ur
amnoguniny (wo signosinae 13,870 mr amnoguniny Secunary)
nikapcebka dpopma: TabneTkr

poamip i Thi nakysanus: no 10 Tabnerok y 6nicrepi; no 3 Griictepy y KAPTOHHIR KopoBui

Homep cepii: NN3344

Hata enpobHuurea: 01.2024

lﬂara 3aKiHueHHs Tepmity npuaaTtHocTi: 01.2027

Haasa noxasxukis Crieundikalin PesyrbTaty sunpobysans Mp.*
Onuc Bini abo maiike Gini, kpyrni, gsoonykni 3i ckoluenumu | Bignosipae -
Kpaamu TabneTkv 3 pUCKo 3 04HOro Boky
Posnagaxts He Ginbwe 15 xsunuH y BOZI npu Temnepatypi 37 °C+ {2 -2 -
1°C
Posnogain TabneTok He Binbwue ogHiei inausiayanbHol macu 3 30 tabnetok |- *1
BUXOAUTL 3a mexi 85 - 115% sig cepegHsol macu i
JKOAHA HE BUXOAUTL 3a Mexdi 75 - 125% Big cepesHbol
nacu
OAHOPIAHICTL A030BAHNUX 3HaueHHA NoKa3HuKa npueMHocTi (AV): He Binblue 3.5 -
OAMHUL - O4HOPIGHICTE 15,0
BMiCTY nepuHAONPUITY
TepT-Byrunaminy
OAHOPIZHICTL 4030BAHNX 3HauEHHS NOKA3HUKA NPUEMHOCTI (AV): He Binblue 33 -
OAMHULL ~ OAHOPISHICTL 15,0
BMICTY amMnoaunisy
CynyTri foMilLKy - He Ginblue 0,2 % <= 0,10 -
AuvkeToninepasux
CynyTHi gomilske - He Ginbwe 0,3 % <= 0,10 -
nepusaonpunat
CynyTHi RoMiLLKY He 6inswe 0,3 % <= 0,10 -
amMnNoAUuniny gomiuika D
CynyTHi 4OMILKY ~ iHWa He Ginowe 0,2 % <= (0,10 B
OAMHNUHA
CynyTHi foMilwky - cyma He Binstue 1,5 % <=0,10 -
laeHTudikayis nepungonpuny | Yac yrpumysaHHs niky nepuHaonpuny Ha Bignosigae -
TepT-OyTunaminy — BEPX Xpomarorpami poavnHy spaska (SaS) mae signosizatv
4acy yrpumyBaHHsA niky nepuHionpuny Ha
XpomaTorpami posuuHy crangapry (SS)
laeHTuchikauin nepuHaonpuny | Finama Ha xpomarorpami posumndy spaska 1 (SaSt) Bignosigae -
TepT-ByTunamiry - TUWIX mae signosigaru npubnnsHo sHauenrio Rf, posmipy Ta
salapeneHHio NNsIMU Ha XpomaTorpami poaduHy
cranaapry 1 (881)
laeHTucbikauis amnoguniny — | Yac yrpumyBaHHs miky amMnoauniny Ha xpomarorpami | Bignosigae -
BEPX po3uuxy apaska (SaS) mae signosigaTv vacy
YTPUMYBEHHS 11Ky aMNOAKNIRY Ha XpomaTorpami
po3unBy crangapty (SS)
laenTudikauis amnoguniny — | Mnama Ha xpomarorpami posuuHy apaska 1 (Sast) Bignosigae -
TWX mae BignosiaaTv npubnuaro sHadenHo Rf, poamipy Ta
3a6apBNeHHIo NNAMK Ha XPOMATOrpami poaunHy
cranaapry 2 (SS2)

Banunis 6epmcbin<ar AKOCTI MaE BNEKTPOHNNI Nianue.
CepTudbikar CTBOREHO aBTOMATUUHO BAMIAOBAHOK KOMA'IOTEPHOIO Nporpamoto SAP.

Hara ppyky ceptudikary: 17.06.2024
Ctopinka: 2/3




CEPTUDIKAT AKOCTI

KPKA, 4. 4., HoBo mMecto
YNIPABIIHHA SKICTIO

Limap'eluka uecra 6
8501 HoBo mecTo
Cnosetis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 716489

Amnecca, Tabneruu no 8 mr/10 mr Ne 30
Kpaina-supobruk: Crnoserin

1 rabnetka mMicTuTs 8 Mr nepurgonpuny Tepr-6yTunaminy (o signosigac 6,68 mr nepuHgonpuny) ta 10 mr
amnopunivy (wo sipnosigae 13,870 mr amnoauniny 6ecunary)

nikapceska opma: TabneTkn
po3mip i Tun nakysaxus: no 10 TabneTok y 6rictepi; no 3 6RicTepu Y KapTOHHIN Kopooui

Howmep cepii: NN3344

ara supobuuursa: 04.2024

I,D.aTa 3aKiHYeHHs Tepmiry npuaarHocTi: 01.2027

Hassa nokasnukis Creuugikauis Pesynbratv sunpobysatb Mp.*

Kinbkichui BmicT 95 - 105 % iR 3a3Ha4EHO! KINLKOCTI 99 -

nepuHaonpuny

TepT-GyTunaminy

KinekicHuit BMicT amnoamniHy | 95 - 105 % sig 3a3HaqeHol KinbkocTi 101 -

Posuntenns nepunaonpuny | He mexwe 75 % (Q) sig 3a3HaqueHol KinbkocTi - *

TepT-ByTUnaminy nporarom 30 xsunuH

PosunHeHHsa amnoguniny He metwe 76 % (Q) Big 3a3HayeHoi KinbkocTi - "
npotsirom 30 xsunuu

MixpoBionoriuHa skicTb ~ He Binbwe 1000 KYO 8 1 <10 *2

3aransra KinbKicTs aepobuunx

mikpooprauismis (TAMC)

MikpoBionoriuna sxicTs — He 6Ginbwe 100KYO 8 1r <10 *2

3arankHa KinbKicTh

ADDKZKOBUX Ta NNICEHEBUX

rpubis (TYMC)

MikpoBionoriuxa axicts - Biacythig 1r Bignosinae "2

Escherichia coli

Mp.* = MNpuwmirka

“1 He pyTusnuit MeTos. BunpoSyaants nposoguTees | pas Ha pik.
"2 8unpobyBaHKHA NPOBOANTLCR BIANOBIAHO 40 NPOrpamy (ONUCaHE B MK#)

Hanuii ceprudixar AKoCTi Mag eNeKTPoRKWI nign1e.
Ceprudhikar CTEOPEHO ABTOMATUHHO BAMIL08aHOK KOMM'IOTEPHOIO NPOrpamolo SAP. Cropinka: 3/3

Hata apyky ceprucikarty: 17.06.2024



AEPKABHA CJIYKBA 3 JIIKAPCHLKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo AKICTh BBE3EHOro B YKpainy JikapchbKkoro 3acody

29.01.2025 Ne 3767/25/26

AMJIIECCA

(HakiMelly Baits AikapebKoro 3aco0y 3o 3 peceTpallifiuiM nocsizuensm)
TabsieTin 110 §mMr/10mr no 10 raduaerok y Guicrepi; 1o 3 Gaicrepn y kaprouuiit kopobui

(popma BrIyCKY, 103y BaFiLS, BIL AKYBaHI JiKAPCHLKOIO 3ac00y)
Howmep peecrpauiiinoro nocsinuenns UA/12846/01/04 crpox nit peectpauiiinoro nocsinuenis HEOOMEKEHHUH
Cepis nikapcbkoro 3acoby Ne NN5393 KinbkicTh BBE3eHOr0 sikapcbkoro 3acoby 540

Bupo6Huk KPKA, n.1., Hoso mecro,, Ciopenis

(nakiMenyBanHs BHpOOHHKKa JlikapcbKkoro 3acoly. KpaiHa NoxXonKeniis)

Baesero B Ykpainy Cninbne ykpaincbKo-ecToHChKe nianpuemerso y gpopmi
ToBapucTsa 3 obOmexkenoro Bianopigaabuictio "'Onriva-Papwm,
JITA", inenr. wom: 21642228

(naitmenypanus Ta ko1 3a €JIPTIOY 10puanunof ocobu abo npissuine. im's. 1o 6aThkoni
(iznanot ocobu - niANPHeM L. i1 Micue IPoXHBANIS Ta peccTpautiiiimii nomep o6nikosof
KapTKH [aTHHKa NojAaTkir abo cepist Ta Homep naciiopra)

ITpoTokoa sisyanbnoro konrpomo six 29.01.2025 Ne 146/01.10-25/4.

3a  pesynbTaTamMM  AEPKABHOrO KOMTPONIO BCTAHOBAEHO, WO Jikapchkuil 3aci6 BBeseHo B Vipainy 3

AOTPHMAHHSIM BUMOT 3aKOHOAABCTBA 1100 3a0e3neueHHs AKOCTI iKkapChkuy'3aco6in.

-
7

f’/ Muxkona XOJIOJEHKO

(nocanona OCOQ& oprany AepxaHoro KOHTPOO) (ninnumc) (ininianu ra npizsuute)

Havanouuk =
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KPKA, a. a., Hoso mecro
CEPTU®DIKAT AKOCTI YNPABIIHHA SIKICTIO

imap'ewka LecTa 6

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kop Ne: 7H6489
Amnecca, Tabrnetku no 8 mr/10 mr Ne 30
KpaiHa-BupobHuk: Cnosexisn
1 TabneTka MicTUTL 8 Mr nepuHaoNpUNy TepT-6yTUnamivy (wo Bianosiaae 6,68 Mr nepungonpuny) Ta 10 Mr
amnoauniny (wo sBignosigae 13,870 Mr amnoguniny Gecunary)
nikapcbka copma: Tabnetku
03Mip i TMN nakyBaHHsA: No 10 Tabnertok y 6nicTepi; no 3 6nictepu y KapTOHHIN KopobLi
Homep cepii: NN5393
[ata BupobHuurea: 09.2024 l.ﬂaTa 3aKiHYEeHHA TepMiRy npuaaTtHocTi: 09,2027
Peectpauiiiie nocsigyeHHs Ne:
UA - UA/12846/01/04

Hasga i agpeca BUpo6HUKa, BignosigansHoro 3a Bunyck cepii: |IliueHsis Ha BUpoBHULUTBO Ne:
KPKA a.a., HoBo mecto 800-16/2024-4

Wimap’ewka yecra 6

HoBo mecTo, 8501, CniogeHis

Poswmip cepii: 8.946 LUT

Lum nigreepaxyto, wo BulieHaBeAeHa iHdopMaLis € AOCTOBIPHOW Ta TouHOW. [aHa cepist npoaykuii 6yna supobnexa
(BKMHOYaOUM NakyBaHHA/MapkyBaHHs) i NPOMLLNA KOHTPONb SKOCTI Ha BULLEBKA3aHiil AinbHUU B NOBHIi BignosigHocTi i3
Bumoramu GMP, BCTaGHOBNEHUMU MiCLUEBMM DErynsTopHAM OpraHoMm, a Takox Yy BignosigHocTi A0 cneuudikauii
peecTpalliiHol  fokymeHTalil, 3aTeepaxeHoi B YkpaiHi Ans AOCAimKyBaHOro nikapcbkoro 3acoBy. [MpoTokonu
BUPo6HULTBA, NaKkyBaHHs | KOHTPOIA AKOCTI NepesipeHi i BignosiaatTs BUMoram GMP.

Cepis BunylLieHa y BignosigHocTi i3 gitovoto Bepcieto MKA UA/12846/01/04.

[lata BuUnycky Ha pUHOK: Ocoba, BignosigansHa 3a Bunyck J13 Ha puHok
18.10.2024 HiHa Kipap
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Oanuit ceptudikaT skocTi Mae enekTpoHHWiA nignuc. Harta apyky ceptucbikaty: 09.01.2025
CepTudikaT cTBOpEHO aBTOMaTU4HO BaNifOBaHOK KOMM'IOTEPHOK NporpamMoto SAP, CropiHka; 1/3




CEPTUDIKAT AAKOCTI

KRKI

KPKA, a. a., Hoso mecro
YNPABJIHHS AKICTHO
Wmap'ewka uecra 6
8501 Hoeo mMecTo
CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kon Ne: 7H6489

Awmnecca, TabneTku no 8 mr/10 mr Ne 30
KpaiHa-BUpo6HUK: CrioBeHis
1 Tabnerka MicTUTL 8 Mr nepuHOonpuny tepr
amnoauniny (wo signosigae 13,870 mr amnoauniny ecunary)
nikapckbka opma: TaGneTku

O3Mip i TN nakysaHHs: no 10 Tabnerox

-ByTUnaminy (wo Bianosinac 6,68 Mr ne

y 6nictepi; no 3 bnictepu y kapToHHii Kopobui

PuHgonpuny) ta 10 mr

Homep cepii: NN5393

| data BupobHuyTea: 09.2024

’)J,aTa 3aKIHYEHHS TepMiHY npugarHocrti: 09.2027

HasBa nokasHukia

Cneundikauis

Pesynbratu BUNPOGYBaHL

Mp.*

Onuc Bini a6o maiixe 6ini, KpYrni, ABOONYKAI 3i cKoWeHUMU Binnosinae -
kpasimu TabneTku 3 puckok 3 ogHoro Boky
PosnanaHhs He 6inblwe 15 xaunus Y BOAi Npu Temnepatypi 37 °C + | 1 -1 -
1°C
Posnogin Taénetox He 6inbwe ogHie iHAvBInyansHoi Macy 3 30 rabnetok |- *1
BUXOOWTL 3a Mexi 85 - 115% B8iA cepeaHLol Mack |
XOAHE HE BUXOAUTL 3a Mexi 75 - 125% 8ig cepenHboi
macu
OaHopiaHicTs nososanux MpuiiMansHe yucno (AV): He Ginbwe 15,0 1,0 -
OAWHULE - OAHOPIgHICTL
BMiCTY nepuHgonpuny
TepT-ByTunaminy
OpHopigHicTs Ao30BaHMX MpuimansHe yucno (AV): He Binbwe 15,0 2,4 -
OAVHULb - 0AHOPIAHICTE
BMICTY amnoguniHy
CynyTHi AoMiLLiKky - He 6inblue 0,2 % <=0,10 -
Auketoninepasux
CynyTHi aomiLuky - He Binbiue 0,3 % <= 0,10 -
nepuHaonpunar i
CynyTHi goMiluky - He Ginbuwe 0,3 % <=0,10 -
amMnoaunivy gomiwka D
CynyTHi foMitKY - iHwa He 6inble 0,2 % <= 0,10 -
OfUHUYHa
CynyTHi foMiliku - cyma He Ginbuwe 1,5 % <=0,10 -
laeHTUdiKayis nepuHaonpuny | Yac yrpumysams niky nepuHgonpuny Ha Bignosinae -
TepT-ByTunaminy — BEPX Xpomarorpami pos4uHy spaska (SaS) mae signosigaty
acy yTpumysanHs niky NepuHaoNPUnY Ha
Xpomarorpami poaquHy CTaHgapty (SS)
laenTudikavisn nepuHaonpuny | Mnama Ha XpoMartorpami poaqnHy spaska 1 (SaS1) Bianosinae -
TepT-ByTunamity — TLUX Mae BiANoBIfaTU NpUBUaHo 3HaueHHio Rf, poamipy Ta
3abapBneHHio nNsMu Ha Xpomatorpami posunHy
Cranaapty 1 (SS1)
laeHTUdikaLlis aMnoguniny — | Yac YTPUMYBAHHS niky aMnoaunivy Ha Xpomartorpami | Bignosigae -
BEPX PO34uHy 3paska (SaS) mae signosigaty Yacy
YTpUMYBaHHS niky aMnoauniny Ha Xpomatorpami
posynHy craHaapty (SS)
IneHTudikauis amnoauniny — | Nnsima Ha Xpomatorpami posunHy spaaka 1 (SaS1) Bignosigae -

TWX

Mae Bignosigat NpubnuaHo 3HaueHHIo Rf, poamipy Ta
3abapBneHHIo nnsMu Ha Xpomarorpami poayuHy
Cranaapty 2 (SS2)

Danuii ceptucbikat skocti Mae ENEeKTPOHHWIA Nignuc.
Ceprudikar creopeHo aBTOMaTUYHO BanigoBaHoo KOMI'KOTepHOK nporpamoto SAP,
——— T e Y Ban

[Hata gpyky cepTugikaty; 09.01.2025
Cropitka: 2/3




CEPTU®IKAT AKOCTI

KPKA, a. a., Hoso mecTo
YNMPABJIIHHA AKICTHO
LWmap'ewka uecta 6
8501 Hoeo mecTo

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

Kon Ne: 7H6489

Amnecca, Tabnetkn no 8 mr/10 mr Ne 30
KpaiHa-BupoGHuk: CnoseHisn

1 TabneTtka micTuTh 8 Mr nepuHaonpuny Tept-6yTunaminy (wo Bianosiaae 6,68 mr nepuHaonpuny) ta 10 mr
amnoauniny (wo signosigae 13,870 Mr amnoauniHy 6ecunary)

nikapcbka popma: TabneTku

Po3Mip i TN nakysaHHsA: no 10 TabneTok y 6nicTepi; no 3 6nicrepy y KapToHHIN Kopo6ui

Homep cepii: NN5393

Hata BupobHuuTea: 09.2024

|11aTa 3aKiHYeHHs TepMiHy npuaaTHocTi: 09.2027

Hassa nokasHukin Cneundikauia PesynbraTy BUnpobysaHs Mp.*

KinbkicHuii amict 95 - 105 % sig 3asHaveHol KinbKoCTi 100 -

nepuHaonpuay

TepT-6yTunamiHy

KinbkicHuii smict amnoauniny | 95 - 105 % Big 3asHaueHoil KiNbKoCTi 101 -

PosuureHns nepusgonpuny | He Menwe 75 % (Q) Bin 3a3Ha4eHo! KiNbKocTi - 1

TepT-byTUnaminy npotsirom 30 XBUNKNH

PosuuHeHHs amnogunity He meHie 75 % (Q) sin 3a3HayeHol KinbkocTi - *q
npotsrom 30 xsunuH

MikpobionoriyHa aKicTh — He 6inbiue 1000 KYO B 1T - *2

3aranbHa KinskicTb aepobHux

Mikpoopratiamis (TAMC)

MikpobionoriuHa akicTb — He Ginblue 100 KYO B 11 - *2

3arankHa KinbKicTb

APDKIKOBUX Ta NiliceHeBux

rpubis (TYMC)

MikpobionoriuHa sikicTs - BigcytHiB 11 - *2

Escherichia coli

Mp.* = Mpumitka

“1 He pyTuHHUIA MeToa. BunpoBysaHHs npoBoanTees 1 pas Ha pik.
*2 BUNpobysaHHA NPOBOAUTLCA BIANOBIAHO Ao Nporpami (onucaHa B MKS)

HaHun cepTudikaT aKkocTi Mae enekTpoHHUI nianuc.
CeprudikaT cTBOpEHO aBTOMaTUHHO BanifoBaHOK KOMITIOTEpHO Nporpamoto SAP. Cropinka: 3/3

Hata apyky cepTudpikaty: 09.01.2025




AEPIKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hagii Caitinunof, 3, 02099, Te. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €IPTTIOY 37079055

BUCHOBOK
Npo SIKICTL BBe3eHoOro B Ykpainy sikapeskoro 3aco0y
10.03.2025 Ne 11979/25/26
AMUIECCA

(naitmenypaiig nikapcLkoro 3acoby 3rimHo 3 peectpauiiinim NOCRixueHHAM)
Ta0JaeTkH 0o 8mMr/10mr o 10 TabJieTok y Gaicrepi; no 3 Osicrepn y kaproumiii KOpoOLi

(dopma Bunycky, J103yBaHHsl, BUA 1akyBaHHs JiKapceKoro 3acoby)
Homep peecrpauiiinoro nocainuenns UA/ 12846/01/04 crpox it peecTpauiittoro nocinuenHs HEOOMEKEH L
Cepisi nikapebkoro 3aco6y Ne NN7278 Kinbkicts BBesenoro nikapcbkoro 3acoby 240

Bupobik "KPKA, n.1., Hoso MecTo", CrioRenis

(HaiiMenypanms BUPOOHHKA Nlikapchkoro 3aco0y, kparHa MOX0Mm¥eHHs)

Beesero B Vipainy Chinbue YKpaiHCbKO-ecTOHCbKe MiANpUHEMCTBO y bopmi
TOBApHCTBA 3 00MeEIKEH OO BiANOBiAaMbHicTIO "OnTima-®apm,
JITIL", inen. kox: 21642228

(nakimenyBanis Ta kog 3a €APIIOY iopranunoi ocobn ado npissuue, im's, no 6aThkop]
Giznunol ocobu - nianpuemus, 1i micue NPOXUBAKHA Ta peecTpauiiinmii HOMep o6tikopoT
KapTku njiatHuka noaarkis aGo cepis Ta Homep nacnopra)

Iporokon Bisyansuoro konrpomo gix 10.03.2025 M 647/01.10-25/3.

3a  pesynbratamy AepxaBHOro  KoHTpoIO BCTAHOBJEHO, wIO ﬂiKapCb}{ﬂﬁ 3aci6 BBeseno B Yxpainy 3
AOTPHUMAHHAM BUMOT 3aKOHOZABCTBRA 1010 3abe3neuetns skocTi ni,/qa’pcbxnx 3acobig,
‘/ !

A

Hauanbuu

(minnuce) (ininianu ta npissuine)

(nocanona



KRKA

KPKA, a. A., Hoso mecto
CEPTUGIKAT AKOCTI YNPABITIHHA SIKICTIO

Wmap'swka yecra 6

8501 Hoso mecto

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 710402

Awmnecca, Tabnertku no 8 mr/10 mr Ne 30

KpaiHa-BupoGHuk: CrioBeHin

1 Tabnetka MicTUTL 8 Mr nepuHaoNpUNY Tepr-GyTunamidy (uo Bignosinac 6,68 Mr nepungonpuny) ta 10 mr
amnoamnidy (wo signosinae 13,870 mr amnoauniny 6ecunary)

nikapcbka popma: TabnerTku

po3Mip i TN nakyBaHHsA: no 10 TabneTok y 6nicTepi; no 3 6GnicTepu y KapTOHHIA kopoGui

Homep cepii: NN7278

Lata supobHuyrsa: 12.2024 IﬂaTa 3akiHYEeHHRA TepMiHy npuaarHocri: 12.2027

PeecTpauiviHe nocsifyeHHs Ne:
UA - UA/12846/01/04

Ha3ssa i agpeca BupobHuka, BignosigansHoro 3a sunyck cepii: | flileHsis Ha supobHuyTeo Ne:
KPKA a.a., HoBo mecto 800-16/2024-4

UImap’ewka uecra 6

Hoeo mecTo, 8501, CnoseHin

Posmip cepii: 13.287 WIT

Linm nigreepaxyto, WO BULLleHaBeaeHa iHopmaLls € J0CTOBIpHOK Ta TouHoK. [JaHa cepis npoaykuil Byna supobneHa
(BKNIOYAKOUU NaKyBaHHA/MaPKYBaHHS) | Npoiilna KOHTPONb SKOCTI Ha BULLEBKA3aHIl AinbHULi B NOBHIN BiaNOBIAHOCTI i3
BumoramMn GMP, BCTGHOBNEHUMUW MICUEBUM PErynsaTOPHUM OpraHoM, a TakoX Yy BignoBiAHOCTI A0 cneuwndikauf
peecTpauiiHol  AoKyMeHTaufl, 3aTeepayeHoi B YkpaiHi ANs AochigkyBaHoro nikapcekoro 3acoby. [IpoTokonu
BUPOBHULITBA, NakyBaHHSA | KOHTPONA AKOCTI NepesipeHi i BignosiaaoTe sumoram GMP.

Cepis BunyuieHa y signosigHocrti i3 airodoto sepciero MKA UA/12846/01/04.

[lara Bunycky Ha puHOK: Ocoba, signosinansHa 3a Bunyck /13 Ha puHOK
04.02.2025 Hina Kipap
12
4
Ao
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[annit ceptudbikaT SKOCTI Mae enexTPORHUiA nignne. Hara apyky ceptudixary: 21.02,2025
CepTudikar CTBOPEHO aBTOMATUHHO BaMiA0BaHOIO KOMN'IOTEPHOIO NPOrpamoid SAP. Cropinka: 1/3




KPKA, 4. 4., Hoso MecTo
YRPABNIHHA AKICTHO

CEPTUDIKAT AKOCTI

Wmap'ewka yecta 6
8501 Hoso mecto
CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 710402
Amnecca, Tabnetku no 8 mr/10 mr Ne 30
kpaiHa-BMpoGHKK: CnogeHis
1 Tabnetxa MICTUTL 8 MI NepuHaONPUNY TepT-6yTunaminy (wo signosinae 6,68 mr nepuiaonpuny) Ta 10 mr
amnoauniny (wo Bignosigae 13,870 Mr amnoaunivy Gecunaty)
nikapcuka dhopma: TabneTku
po3mip i TuN nakyBaHHa: no 10 TaGneTok y GnicTepi; no 3 6nictepu y KapTOHHIN Kopobui
Homep cepii: NN7278
[ara BupoBHuuTtea: 12.2024 I,L'J,a'ra 3aKiH4eHHs TepMiHy npuaaTHocTi: 12.2027
Hasea noxkaskukis Cneuudpikauis Pesynbtaru sunpobyBaHs Mp.*
Onuc Bini abo maiixe 6ini, kpyrni, ABOONYKA 3i ckoweHumy | Bignosigae -
Kpanmy TabneTkv 3 pUCKOIO 3 04HOro Boky
PoanagaHHa He Ginble 15 xsunuH y soai npy tTemneparypi 37 °C + |11 -
1°C
Posnogin Tabnertox He Binblwe ogHiel inansigyansuol macy 3 30 Tabnetok |- "1
BUXOAUTD 3a Mexi 85 - 115% Bif CepeAHLOl MACH i
KOAHA HE BUXOAUTDL 3a Mexi 75 - 125% Bia cepegHbol
Macu
OaHOPIAHICTE AO30BAHUX MpuitmansHe uucno (AV): e Binbwe 15,0 2,0 -
OANHUL - OAHOPIAHICTL
BMICTY nepuHaonpuny
TepT-OyTrnamity
OpHOPIAHICTL A030BAHNUX NpuimansHe yucno (AV): He Binblwe 15,0 3,0 -
OAVHULD - OAHOPIAHICTL
BMICTY amnoaunniHy
CynyThi goMituku - He Ginbwe 0,2 % <= 0,10 -
AuKeToninepasu
CynyTHi AOMiLUKK - He 6Ginsle 0,3 % <=0,10 -
nepuHaonpunar
CynyTHi AOMILLKM - He Ginbwe 0,3 % <=0,10 -
amnogunisy gomiwka D
CynyTHi AOMILUKY - iHLLA He Ginblie 0,2 % <=0,10 -
Ofi¥HNYHa
CynyTHi AOMILUKM - Cyma He Ginbwe 1,5 % <= 0,10 -
laenTvchikalis nepuHaonpuny | Yac yrpumysarHs niky nepuHaonpusy Ha Bianoeigae -
TepT-6yTunamity — BEPX xpomatorpami poauuHy apaska (SaS) mae signosigatu
4acy yTpumysaHHs ﬂiKy nepuHgonpuny Ha
XpOMaTOrpami pos4uHy cranaapty (SS)
|aeHTuchikauis nepuHaonpuny | Mnsama Ha xpomatorpami poaunty spaska 1 (SaS1) Bianosinae -
TepT-ByTunaminy - TIX mace signosigartu npubnuano snauenHto Rf, poamipy ta
326apBNEHHIO NISIMIA HA XPOMATOrpamt PO3UnHY
cTadpapty 1(SS1)
{nenTuchikauis amnogunivy — | Yac yTpumysarHs niky amnoguniy Ha xpomarorpami | Bianosigac -
BEPX po3uuHy apaska (SaS) mae sianosigaru vacy
YTPAMYBaHHA NiKy aMAOAUNIHY Ha XpomaTorpami
PO3uMHY CTaHaapTy (SS)
|aeHTudikaLia amroguniHy ~ | Mnsima Ha xpomatorpami posunHy apaska 1 (SaS1) Bianosinae -
TWX mae signosigati npubnuaHo snadeHHio Rf, poamipy Ta
3abapBReHHIO NNAIMW HA XPOMAaTOrpami po3unHy
cranaapty 2 (SS2)

[anvin cepTudikat sKOCTI Mae enekTROHHWA nignuc.
CepTudikaT CTBOPEHO aBTOMATUYHO BANIA0BAKOI0 KOMITIOTEPHOIK NPOrpamoio SAP.

Nara apyky ceprucbikaty: 21.02.2025

CropiHka: 2/3




(F4 [KRKN

KPKA, 4. A., HoBo mecto
CEPTUDIKAT AKOCTI YMPABIIHHS AKICTIO
Wimap'ewka yecra 6
8501 Hoeo mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 710402

Amnecca, Tabnetku no 8 mr/10 mr Ne 30

kpaiHa-BupobHuk: CnoBeHisn

1 TabneTka MiCTUTE 8 Mr nepuHAoNpUNY TepT-GyTunamivy (o Bianosigac 6,68 Mr nepuHaonpuny) Ta 10 mr
amnoauniHy (wo Bianosiaae 13,870 Mr amnoauniny 6ecunaty)

nikapcbka chopma: Tabnerku

po3Mip i TMN nakyBsahHsi: no 10 Ta6netok y 6nicrepi; no 3 Gnicrepu y KapTOHHI kopobui

Homep cepii: NN7278

[ara supobruyrea: 12.2024 |ﬂaTa 3aKiHYEHH:A TepMiHy npuaaTtHocTi: 12.2027

Hasea nokaskukis Cneywicpikauis PeaynbTtatu BunpobysaHs Mp.*

Kinbkichui smict 95 - 105 % Big 3a3Ha4eHOl KiNbKOCTI 99 =

nepuHgonpuny

TepT-6yTunaminy

KinbkicHuia BMicT amnogunidy | 95 - 105 % Bia 3a3Ha4eHOT KinbKoCTi 101 2

PosumHeHHs nepuHaonpuny He meHwe 75 % (Q) Bia 3a3Ha4eHOI KINbKOCTI - "1

TepT-6yTUNamisy npotsirom 30 xsunuH

PO34uHEHHS) aMNoaAunivy He meHwe 75 % (Q) Bia 3a3Ha4eHol KinbKocTi - *1
npoTsirom 30 xBunk

MikpoBionoriyHa aKicTs ~ He Ginbtwe 1000 KYO B 11 - ‘2

Baranbka KinbkicTe aepobrnx
Mikpoopraniamis (TAMC)
MikpoBionoriuHa aKicTe — He Ginbwe 100 KYOB 11 - ‘2
3aransHa KinbkicTb
LAPDKAXKOBUX Ta nnicexesnx
rpubie (TYMC)
MikpoGionoriuHa aKiCTs - BiacytHis 11 - 2
Escherichia coli
Mp.* = NpumiTka
*1 He pyTuHHwi MeTos. BunpoByBaHHs NPOBOANTECS 1 pas Ha pik.

*2 BunpoByBaHHA NPOBOANTLCA BiANOBIAHO A Nporpamu (onucaka B MKH)

DNannis cepTuchikar aKOCTI Mag eneKTPOHHUIA MAMC. LlaTa.ApyKy ceprudikary: 21.02.2025
CepTudhikaT CTBOPEHO aBTOMaTUHHO BanNiA0BEHOI KOMIT'IOTEPHOI0 NPOrPaMOI0 SAP. Cropinka: 3/3
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