HEPKABHA CJIIYXKBA 3 JIKAPCbKHX 3ACObBIB

TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

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

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JlikapecbKOro 3acody

27.11.2024 Ne 63475/24/26

ATOPUC®

(HakimMeHyBanlis nikapchkoro 3acofy 3rijiHO 3 peecTpauiiiiiM NOCBIYEHHSIM) '
TabJIeTKH, BKPUTI IMJIIBKOBOIO 000/10HK010, 110 20 mr; mo 10 Tadnerok y 6aicrepi, mo 3
0Jrictepu y kapTolnii xopoOui

(bopma Bunycky, 103yBaHHs, BUIl NaKyBaHHSA JIIKAPCHKOro 3acoly)

Homep peectpauiitnoro nocsinuenns UA/S5302/01/03 crpox nii peectpauitinoro nocsinuenns HEOOMEXXEHUH

Cepis nikapcbkoro 3acoby Ne DE3745 Kinbkicts BBE3€HOrO ikapcbkoro sacoby 1440
BupoGHuK KPKA, n.x1., HoBo mecto, CrnoBenis
(HaliMeHyBaHHs BUpOOHUKA Jlikapchkoro 3acoly, kpaTHa MOXOIKEHHS)
Beesewo B Vkpainy ChninbHe yKpaiHChKO0-€CTOHCHKE NiANPHEMCTBO Y (popMi TOBapUCTBA
3 oOmexenolo Bianosigananuicrio "Onrima-®apm, JITA", inent. koa:
21642228

(nalimenyBauns Ta xox 3a €JIPTIOVY jopuanunoi ocobu abo npissuiue, im's, no 6arbkosi (izuunol
ocobu - nianpuemus, i Miclie NPoXKBaHHS Ta peectpauiiinuii Homep 06nikoBOT KapTKHM rulaTHUKA
nozarkiB abo cepis Ta HOMEp nacnopra)

IpoTokon BisyanbHore koutpodio sia 27.11.2024 Ne 4081/9.

3a pesyibTaTaMy JEPKAaBHOrO KOHTPOJIO BCTAHOBJIEHO, IO Jiikapcbkuil 3aci0 BBeseHo B VkpaiHy 3

(mX 3ac00iB.
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AOTPUMAHHSAM BHMOT 3aKOHOAABCTBA W00 3abe3rneueHHs SKOCTi ikape

Muxkoaa XOJIOJEHKO

(nocanor o6a opraty ncpm’anuér’o TPOJIO) ~ (nianuc) (iniuianu Ta npissuule)




(T4 KRIKN

KPKA, g. 4., Hoso mecto
CEPTUDIKAT AKOCTI YMPABJIIHHSA AKICTIO

lWmap'elka wecta 6

8501 Hoeo MecTO

CnoseHisi

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne; 7H4860

Atopuc®, Tabnetku, BKpUTI NNiBKOBOK 06onoHkoto, no 20 mr Ne 30

KpaiHa-BUpobHUK: CrioBeHin

1 TabnieTka, BKpUTa NNiBKOBOK OBGONMOHKOK, MICTUTL 20 M aTOpBacTaTUHY Y BUrAAAi aTopBacTaTUHY Kanbuito
nikapcbka hopma: TabrneTku, BKpUTi NJIiBKOBOK 0G0OMNOHKOK

po3Mip i TR nakysaHHaA: no 10 TabneTok y 6nicrepi; no 3 6nictepu y kopoGui

Homep cepii: DE3745

[ata BupobHuuTBa: 05.2024 I,ElaTa 3aKiHYeHHs TepMiHy npugatHocTi: 05.2026

PeectpauiitHe noceigueHHs Ne:
UA - UA/5302/01/03

HasBa i agpeca BupobHUka, BignosigansHoro 3a Bunyck cepii: | liueHsis Ha BupobHULTBO Ne:
KPKA p.4a., HoBo mecTto 800-13/2018-6

llimap’ewka yecrta 6

HoBo mecTo, 8501, CnoBeHis

Posawmip cepii: 13.224 WUT

LUum nigTeepmxyto, Wo BullleHaBeneHa iHdhopMallis € JOCTOBIpHOK Ta TovHow. [aHa cepis npoaykuii Byna supobrnexa
(BKntoYatouK nakyBaHHS/MapKyBaHHS) | NPoMLINa KOHTPOMb SIKOCTI Ha BULLEBKa3aHi AiNbHUUI B NOBHINA BigMNoBIAHOCT i3
BuMoramn GMP, BCTaAHOBMEHVWMU MICLEBUM PETYNATOPHUM OpraHoM, a TakoX Yy BignosigHocTi go cneuudikaLii
peecTpaliiHol nokymeHTauil, 3arBepmkeHol B YkpaiHi ans  gocnigxysaHoro nikapcekoro 3acoby. [lpotokoriu
BUPOBOHULTBA, NaKyBaHHS | KOHTPOMNA AKOCTI Nepe.ipeHi i BignosigaloTb BuMmoram GMP.

Cepis BunyLLeHa y BignosigHocTi i3 gitovoio Bepcieto MKA UA/5302/01/03.

[aTa BUNYCcKy Ha pUHOK: Ocoba, signosinansHa 3a Bunyck J13 Ha puHoK
02.09.2024 Hiua Kipap
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LaHuit cepTudikaTt SKOCTi Mae enekTpoHHWIA nianuc. [lata gpyky ceptudikary: 13.11.2024
CepTudikaT CTBOPEHO aBTOMATUMHO BaIliAOBAHOI0 KOMN'IOTEPHOK nporpamMoto SAP. CropiHka: 1/2
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CEPTU®IKAT AKOCTI

KPKA, a. a., Hoso mecto
YMPABIHHA AKICTHO
Lmap'elka Lecta 6
8501 Hoso mecTo
CnoBseHist

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kopn Ne: 7TH4860
Atopuc®, TabneTku, BKpUTI NNiBkOoBOtO 060NoHKol0, 1o 20 mr Ne 30
KpaiHa-BUpo6Huk: CrnoseHin
1 Tabnetka, BKpUTa NNiBKOBOIO 06ONOHKOI, MICTUTL 20 Mr aTopBacTaTUHY y BUFMISAI aTopBacTaTUHy Kanbuito
nikapcbka hopma: Ta6neTKU, BKPUTI NNiBKOBOKO 06ONOHKO
po3Mip i TMR nakysaHHs: no 10 TabneTok y 6nicTepi; no 3 Gnicrepu y Kopobui
Howmep cepii: DE3745
[ata supo6Huursa: 05.2024 |.ElaTa 3aKiHYeHHsi TepMiHy npuaatHocTi: 05.2026
Haasa nokasHukis Creundikauis PeaynbTaTti sunpobysaHb Mp.*
Onuc Bini, kpyrni, TPOXY BUNYKNI, BKPUTI NNIBKOBO Bignosigae -
oborioHko TabneTku
QOpHOopIAHICTL A030BaHUX MpuitmaneHe Yucno (AV): He Binblwe 15,0 3,2 -
OfIMHULL — OAHOPIAHICTL
BMICTY aTOpBACTaTUHY
CynyThi gomiwku — ATN1 He 6inble 0,2 % <0,1 -
CynyTHi gomitku — ATN2 He Ginbwe 0,2 % <0,1 -
CynyTHi gomiwku — ATN4,5 He 6Ginblwe 0,2 % 0,1 -
CynyTHi aomiwky — ATN12 He 6inbwe 0,2 % < 0,1 -
CynyTsi gomiwxu - ATN13 He 6inbwe 0,2 % < 0,1 -
CynyThi gomiwku —~ ATN14 He 6inblwe 0,2 % <0,1 -
CynyTHi goMiwku —ATN15 He Binblwe 0,2 % <0,1 -
CynyTHi gomitku — ATN16 He 6inbwe 0,2 % <0,1 -
CynyTHi goMiwkv — ATL1 He 6Ginbwe 0,2 % 0,1 -
CynyTHi 4OMiluku — oauHuiHa | He Ginslwe 0,2 % < 0,1 5
HeigeHTUDiKoBaHa AoMillika
CynyTHi AoMilKu — cymMa He 6inbuwe 1,0 % 0,1 -
lneHTudikaLin atopsacTaTuHy | Yac yTpuMyBaHHs Niky atopsactaTuHy Ha Bignoeinae -
-BEPX XpomaTtorpami poaunHy apaska (SaS) Mae signosinaty
yacy yTpuMyBaHHs niky aTopsacTaTuHy Ha
Xpomarorpami posyuHy craHaapty (SS)
laeHTUdbiKauis atopeacTatiHy | OCHOBHA MnsAiMa Ha XpomaTtorpami Po34uHy 3paska - *
-TWX (SaS) mae BiNOBIAATYA OCHOBHI NNAMi Ha
XpomaTtorpami poauuHy craHgapty (SS)
laeHTUdIKaLia TUTaHy Po3uuH HaBysae %oBTOro 3abapaneHHs - 1
fiokeuay
KinbkicHuit BmicT 95,0 - 105,0 % Bia 3a3HAYEHOl KiNbKOCTI 100,7 -
aTopBacTaTUHy
PoaunHeHHs aTopsactaTHy | He MeHwe 75 % (Q) Big 3a3HayeHol KinbkocTi 95 -100 -
npoTtarom 30 XsuUnuH
Mikpo6ionoriuHa sKicTk ~ He 6Ginbwe 1000 KYOB 1 - *2
3aranbHa KinekicTs aepobHux
MikpoopraHiamie (TAMC)
MikpoBionorivka sxicTh ~ He 6Ginbwe 100KYO B 11 - *2
BaranbHa KinbKicTs
APDKIKOBUX Ta NNiceHeBnx
rpu6is (TYMC)
MikpoBionoriyHa sikicTb - BigcytHiB 11 - *2
Escherichia coli

Mp.* = Mpumitka

*1 He pyTUHHUIt MeTOA. BuunpoByBaHHs nposoanTbea 1 pas Ha pik.
*2 BUNpoByBaHHsA NPOBOAUTLEA BIGNOBIAHO A0 Nporpamu (onucara B MKS)

[laHuit cepTUdIKaT SKOCTIi Mae enexTPOHHWA nignuc.
CepTudikaT cTBOPEHO aBTOMATU4HO BasiflOBaHO KOMM'IOTEPHOIO NporpaMoio SAP.

Lata gpyky ceptudikaty: 13.11.2024
Cropitka: 2/2




JNEPKABHA CJIIYKBA 3 JIIKAPCLKHX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hamii CeiTanunot, 3. 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €JIPIIOY 370790355

BUCHOBOK
Mpo SIKiCTh BBE3CHOro B Y Kpainy JiKapecbKoro 3acody

18.12.2024 Ne 68024/24/26

ATOPUC®

(HaiiMeHy RaHIA JIKAPCHKOTO 32C00Y 3FIAHO 3 PEECTPAILIHHEM OCRIHEHHAM )
TabJieTKkH, BRKPUTI IUIIBROBOIO 000/10HK010, 110 20 mr; no 10 Tadaerok y daicrepi, 1o 3
oaicTepu y KapToHHii KopoOui

(hopAMa BHITYCKY, L03YBAINISL, BUIL IAKYBAHIS TIKAPCHKOTO 32C06Y)
Homep peectpauiiinoro nocsinuenns UA/5302/01/03 crpok aii peectpauiiinoro nocsiayetts HEOOMEKEHUH
Cepis nikapcekoro 3acody No DIE6479 KinbkicTsh BBE3CHOTO Aikapebkoro sacody S400

BupoGHHK KPKA, n.1., Hoso mecro, Croseris

(HHHMCH)“BIJIIEIH Blipt)ﬁlllﬂii} .‘lil\'{.lpC!)I\'Ul'O 'JQCOG_\'. I{Pu'l'll'd MOXOIZKEHHS! )

Bgeseno B Vkpaiuy ChiibHe yKpaiHChKO-€CTOHChKe IANPHEMCETBO Y (hopMi TOBapHcTBa
3 o0MexkeHoto BinnoiganbHicTio ""Onrima-@apm, JITA", izeur. won:
21642228

(naiimenypanisg Ta ko 3a €JIPIOY opranyitol ocobH ado npizeuiLe, im's. no datbkoi dizHunoi
0COOH - MIANPHEMIL, 1T MICIC NPOMKHBAHHS Td peccTpaiiiinni noMep 06IKOBOT KAPTKH MIATHHK:L
NoJgaTkin a60 cepid Ta HoMep nacnopra)

MpoTokon Bizyaabuoro koutposio sin 18.12.2024 Ne 4325/11.

3a pesyabTaTamMH  ACPKABHOFO KOHTPONK  BCTAHOBIAEHO, IO JiKapchkui  3acid  BeeseHo B YkpaiHy 3

AOTPHMAHHAM BUMOT 3aKOHONABCTBA LIOAO 3a0€3NEUCHHS AKOCTI I[il"/ﬁ'!t‘bh'il.\' 3aco0iB.

(nianMe) (iHiianm Ta npissmie)
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KPKA, a. a., Hoso mecTo

YMPABJIHHA AKICTHO
CEPTU®DIKAT AKOCTI ool o

8501 Hoeo mecto

Cnosenin

Ten.: +386 73312 111

En. nourra: info@krka.biz

Kog Ne: 7H4860
ATopuc®, TabneTkun, BKPUTI MNiBKOBOK oG onoHKo0, Mo 20 mr Ne 30
KpaiHa-BupoGHUK: CriogeHin
1 Tabnerka, BKpUTa NNIBKOBOI 0BOAOHKOK, MICTUTL 20 Mr aropeacTaTUHY Y BUINIAL] aTOpPBAcTATUHY KanbLilo
nixapcexa chopma: TabneTku, BKPUTI MMIBKOBOK 0GOROHKOK
03Mmip [ TMn nakyBaHHA: 1o 10 Tabnerok y GnicTepi: no 3 BnicTepu y kopobui

Homep cepii: DEG479
Harta supobHuyTea: 09.2024 |.£laTa 3aKiHYSHHS TepMiHy npuaaTtkocTi: 09.2026

PeecTpatiiiiHe noceig4eHHs Ne;
UA - UA/5302/01/03

Hasea i aipeca Bupo6Huka, BianosiaansHoro 3a BUNycK cepii: | NileHsia Ha BupoSHMUTBO Ne;
KPKA g.g., Hoso mecTo 800-16/2024-4

map’ewka uecra 6

Hoeo mecto, 8501, CnoeeHin

PozmMip cepil: 24.459 WUT

Uvm nigTeepaxyio, WO BUIYeHaBeaeHa iHtbopmaList € AOCTOBIPHOIO Ta TOuHOK. [laHa cepis Apoaykull 6yna supobneHa
(BXRIOYaKOMM MaKkyBaHHs/MapKkyBaHHs) | npoiuna KOHTROMb AKOCTI Ha BULIEBKa3aHil AinbHUL B NoBHIK BignosigHocTi i3
Bumoramm GMP, BCTaHOBNEHMMW MicUeBUM PETYNATOPHAM OpraHomM, a TakoX Yy BignoeigHocTi A0 cheuwdikauii
peecTpaliliHoi  AokymeHTalli, saTBepmMeHo! B YKpaiHi ans  gocnigkyeaHoro Nilkapcbkoro  3acofy. [poTokonu
BMPOGHUL{TBA, NaKyBaHHS | KOHTPOMA AKOCTI nepesipeHi i signokiganTs BMMoram GMP.

Cepia sunylueHa y signosigHocTi i3 giloyoo eepcieto MKA UA/5302/01/03.

Hara BUnycKy Ha puHOK: Ocoba, signosinantHa 3a BUAYyck J13 Ha puHoK
20.11.2024 Hina Kipap
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Haxuii ceprudhikar sxocTl Mae ENMEeKTRORHUA nignue. HaTa apyky Eefmc]:ikaw: 05.12.2024
CeprudikaT cTBOpeH0 aBTOMATWIHD BANIOBAHOI0 KOMI'IOTEPHOIO Nporpamoio SAP. CropiHka: 1/2
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CEPTU®IKAT AKOCTI

(£4 KRKIN

KPKA, a. a., Hoso mecTo
YMPABIIHHA AKICTIO
Llimap'ewwka uecta 6
8501 Hoeo mecro
CnoseHin

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

Kop Ne: 7H4860
ATopuc®, TabReTKn, BKPUTI MNIBKOBOIO obonoHkolo, no 20 mr Me 30
Kpaiva-enpobHuK: CnoBeHis
1 Tabnetka, BKpHUTA NNIBKOBO 0BGONOHKOIO, MICTUTL 20 MK aToOpBAaCTaTUHY Y BUIMAA] aTopBacTaTUHY KanbLiko
nikapceka chopma: TaBneTky, BKPUTI NNIBKOROK 060NOHKOK
03Mip i TN NnakysaHHz: no 10 TabneTok y 6nicTepi; no 3 BnicTepu y kopobui
Homep cepil: DE§479
Hata smpoBhuvuTea: 09.2024 I,D,ara aakiH4YeHHA TepmiHy npuaaTHocTi; 09.2026
Haaea nokasuukis Crelndiikavia PesynbTat BunpoGyaaHs Mp.*
Onuc Bini, kpyrni, Tpoxu BURYKNI, BKPUTI NIBKOBOIO Bignosinae -
0GonoHKow TabneTku
OnHoplaHicTs fo3oBaHmx MNpwimManbHe wucno (AVY: He Ginbwe 15,0 2,1 -
OAVHULL — OAHOPIAHICTL
BMICTY aTOPBaCTaTUHY
CynyTHi gomitkn —ATN1 He Ginbwe 0,2 % < 0,1 -
GynyTHl Aomitwkn ~ ATNZ He 6Ginblue 0,2 % <0,1 -
CynyTHi aomiwkn —ATN4,5 He Binsiwe 0.2 % 0.1 -
CynyTHi gomilskm —ATNT2 He Ginkwe 0,2 % <01 -
CynyTHl pomilukn —ATN13 He Binbwe 0,2 % < Q1 -
CynyTHi gomiwky — ATN14 He Ginbwe 0,2 % <01 -
CynyTHi Aomiwkys — ATN15 He 6inble 0,2 % < 0.1 =
Cynyrhi gomiwkn —ATN16 He Binswe 0,2 % 0,1 -
CynyTHI Aomiukn — ATL1 He Binbwe 0,2 % <01 -
CynyTHi aoMilky — oamHuuna | He Ginbtue 0,2 % < 0,1 -
HeigeHTUdikopaHa AoMituka
CynyTHi foMilku — cyma He Binbure 1,0 % 0,2 -
IneHTucbikauia aTopeactamuy | Yac yrpumysarita niKy aTopBACTATUHY Ha Bignoeinae =
-BEPX XpoMaTarpami poaurHy 3paaka {SaS) mae signosigaTu
Hacy yTPUMYBAHHS Niky aTopBacTaTvHy Ha
Xpomarorpaml DO3HUHY cTaHaapTy (S3)
IaexThdhikavin atopeacratvHy | OcHoeHa nnama Ha XpOMaTorpami poaquHy apaaka - *1
—TLX (SaS) mae signosipaTy ocHOBHIA NNAMI Ha
xpomarorpaml posHuHy cransapty (SS)
laenmudbikayin Turany Posuni Habyeae WOBTOro aabapenerHa - *1
Aiokcuay
KinbKicHWE BMicT 95,0 - 105,0 % Big 3asHaueHoT KinbkocTi 100,0 -
aTgpBacTaTMHy
PogunHetiia aropeactatniy | He MeHwwe 75 % (Q) sig, 3asHaveHol KinbkocTi 91-97 -
npotareM 30 XennuH
MixpoBionorivHa AkicTs — He Ginbie 1000 KYO B 1 1 <10 *2
JaranebHa KiNLKICTL aepobHux
vikpoopratiamia (TAMC)
MikpobiomoriyHa sxicTb ~ He Ginbwie 100 KYO B 1T <10 2
3aranbHa KinekicTe
APhKAMOBUX Ta ANICeHEBUX
rpuéie (TYMC)
MikpoGionoriyHa axicTs - BigcytHiB 11 Bignoeigae 2
Escherichia coli

Mp.™ = Mpumitka

*1 He pyTunnuii MeToa. BunpoBysaHHst nposoanTLeA 1 paa Ha pik.
*2 ByUNpOBYBaHHA NPOBOAUTLCS BIANOBIAHO AC nporpamy (onvcaka B MIKA)

HAaHwi cepTudhikaT AKOCTI MBS EAEKTPOHHWIA NigNKC.
CepTudikaT cTEOPEHO aBTOMATWYHD BanigoBaHOID KOMIT'IOTEPHOI) NporpamMoic SAP.

Dara apyky cepmwibikary: 06.12.2024

CropiHxa: 2/2




JNEPKABHA CJIYXBA 3 JIKAPCbKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoB. Hanil Ceitanunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BUCHOBOK
Npo sIKicTh BBE3eHOro B YKpaiHy JlikapcbKoro 3aco0y
10.03.2025 Ne 12078/25/26
ATOPUC®

(HaiiMeHyBaHs nikapcbKkoro 3aco6y 3riZiHO 3 peeCTpaliiftHiM MOCBIAYEHHSIM)
TabJIeTKH, BKPUTI IJ1iBKOBOIO 060/10HK010, 20 Mr mo 10 Tadnerox y 6Jicrepi, mo 3 Giicrepu
y KapToHHii Kopooui

(dpopma BumycKy, 103yBaHHA, B MaKyBaHHS JikapchKoro 3acoly)
Homep peectpauiiinoro nocsinuenns UA/5302/01/03 crpok aii peectpauiiinoro nocsinuenns HeoOMexeHHH
Cepis nikapcbkoro 3aco6y Ne DF0071 Kinbkicts BBE3€HOTO Nikapchkoro 3acoby 5S040

Bupobuik KPKA, n.1., Hoso mecrto, Cropenist

(HaliMeHyBatHs BUpoOHHKa Jlikapchbkoro 3acoly, KpaiHa MOXOKEHHS)

BeeseHo B Ykpaity CrhinbHe ykpaiHebKo-ecTOHCHKE HIANPUEMCTBO Y (popmi
TOBapHUCTBA 3 00Mekenolo BianosinaabHicTio "OnTiMa-Papm,
JITH", inent. kon: 21642228

(nafimenyBanus Ta koa 3a €APTIOY 1opunu4noi ocobu abo npisBuile, iM's, o 6aTbKoBI
(isuunol ocobu - nignpuemus, it Micie NPOXKKUBAHHS Ta peectpauilinuit Homep obnikosol
KapTKH MaTHHKa noaatkis abo cepis Ta HOMep nacnopra)

Mporokoa Bisyansroro kontposio sig 10.03.2025 Ne 647/01.10-25/9.

oo . P’
3a pe3yabTaTaMui  OE€PXKABHOIO KOHTPOSO BCTAHOBJIECHO, LWIO JIIKE /GBKHM 3aci6 BBe3eHO B YKpalHy 3
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JAOTPUMAHHSAM BUMOT 3aKOHONABCTBA L1010 3a6e3neueHHs IKOCTH J i\c}pcmrx 3aco6iB.
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Muxkogna XOJIOJJEHKO

(minnuce) (iniuianu Ta npiseuuie)
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KPKA, a. a., Hoao mecto
CEPTUDIKAT AKOCTI YMPABRIHHA FKICTIO

LLimap'ewxa yecra 6

8501 Hoso mecTO

CrioseHis

Ten.: +386 7 3312 111

En. powra: info@krka.biz

Koa Ne: 711677

Atopuc®, Tabnerku, BKpUTI NNiBKOBOI 060noHKoo, No 20 Mr Ne 30

KkpaiHa-supobHuk: CnoseHisn

1 TabneTka, BKpUTa NNiBKOBOK 0GOSOHKO, MICTUTE 20 MI aTOpBacTaTvHY Y BUIMsAl aTOPBacTaTUHY Kanbuiro
nikapcbka hopma: TabreTku, BKpUTI NNiBKOBOIO 0GONOHKOK

poamip i Tun nakysaHHs: no 10 Tabnerok y 6nicrepi; no 3 Gnicrepu y kopobui

Howmep cepii: DF0071

[fata supobruursa: 11.2024 I}J,aTa 3aKiH4eHHst Tepminy npuaarHocti: 11.2026
Peecrpauiiiie nocsiguerHs Ne:

UA - UA/5302/01/03

Hasga i anpeca BupoBHuKa, BianosigansHoro 3a sunyck cepii: | JliueHsia Ha BupoBH1UTBO Ne:
KPKA a.n., HoBo mecto 800-16/2024-4

Imap’ewka uecra 6

Hoso mecto, 8501, Cnosexin

Poamip cepii: 11.739 WUT

Linm nigTeepaxyto, Wo BulLleHaBeaeHa iHbopMaLlis € AOCTOBIPHOIO Ta TouHo. [JaHa cepis mpoaykuii 6yna snpoBnena
(BKNIOYAIOUM NaKyBaHHA/MapKyBaHHA) | MPONLLMa KOHTPONb SKOCTI Ha BULLIEBKA3aHI AINbHUUI B NOBHIN BiANOBIAHOCTI i3
suMoramn GMP, BCTGHOBNEHVMW MICLEBWM PErynaTOpPHUM OpraHoM, a Takox Yy BsianosigHocti po crneuyndikawii
peecTpaLiiiHol  AOKyMeHTauil, 3aTeepeHoi B YKpaiHi Ans AocnifxysaHoro nikapcekoro 3acofy. [lpoTokonn
BUPOBHULTBA, NaKyBaHHs | KOHTPONS AKOCTI NepesipeHi i BianosiaaoTe BuMoram GMP.

Cepis BunyuieHa y signosigHocTi i3 aitodoto sepcicto MKA UA/5302/01/03.

[ara BunycKy Ha puHoK: OcoBa, signosiganeHa 3a Bunyck J13 Ha puHok
19.02.2025 TaHn [lpHosulek

/é;ip~ oo A ATLE
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[Nanui cepTuchikaT aKocTi Mae enexTPOHHUA nignuc. DNara apyky ceprucikaty: 21.02,2025
CepTudikaT CTBOPEHO aBTOMATUHHO BAT40BAHOI0 KOMN'IOTEPHOK NPOrpamoto SAP. Cropinxa: 1/2




KPKA, a. ., Hoso mecto
YMNPABMIHHA AKICTIO
lLimap'ewka uecra 6

CEPTU®DIKAT AKOCTI

8501 Hoso mecto
Cnosenis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 711677
Atopuc®, Tabnetkun, BKpUTi NNiBKoBOK 060noHkoto, no 20 mr Ne 30
KkpaiHa-BupoGHuK: Cnogeis
1 TabneTka, BKpUTa NNiBKOBOK 0GOMOHKO, MiCTUTL 20 Mr aTopBacTaTUHY Y BUIMSAAI aTopBacTaTUHY Kanbuito
nikapcoka dopma: TabneTku, BKpUTi NNiBKOBOKO 0O60NOHKOID
po3amip i Tun nakysaHHs: no 10 Ta6neTok y Gnictepi; no 3 dnictepu y kopobui
Howmep cepii: DF0071
[Oata supobruursa; 11.2024 lﬂaTa 3aKiHYeHHs TepMiHy npugaTHocTi: 11.2026
Hassa nokasHukis Cneuudikauin Pesysnbtaty sunpobysarb Mp.*
Onuc Bini, kpyrni, Tpoxu BURYKSH, BKPUTI NIIBKOBOIO Bignosigae -
oBonoHkolo Tabnerku
OpHOPIAHICTL A030BAHWX MpuimansHe uicno (AV): He Binbwe 15,0 3.4 B
OAMHULL — OAHOPIAHICTD
BMiCTy aTopRacTartviy
CynyTHi gomiwgn —ATN1 He Ginbwe 0,2 % < 0,05 -
CynyTHi goMitkm —ATN2 He Ginbwe 0,2 % <0.056 -
CynyThi goMiwku —ATN4,5 He Ginbuwe 0,2 % <005 -
CynyTHi gomitwky —ATN12 He Ginswe 0,2 % <0,05 -
CynyThi gomiwky — ATN13 He Ginswe 0,2 % <0,08 -
CynyTHi pomiwku —ATN14 He Ginvwe 0,2 % <0,05 -
CynyTHi pomiwku —ATN15 He 6Ginbwe 0,2 % < 0,05 -
CynyTHi gomiwku — ATN16 He Ginbie 0,2 % 0,05 -
CynyTHi gomiwkn —ATL1 He 6inbwe 0,2 % < 0,05 -
CynyTHi AOMIWKKN —oguHuuHa | He Ginble 0,2 % <0,05 -
HeigeHTvudikosaHa goMitka
CynyTHi AOMilLKV —CyMa He Ginbwe 1,0 % 0,05 -
IpenTudbikaLlin aropsactartuty | Yac yTpymyBaHHs nixy atopsacTaTtviHy Ha Binnosigae -
~BEPX XpomaTtorpami posyuHy 3paska (SaS) mae sianosigatm
4acy YTPUMYBaHHA Niky aTOpBacTaTUHy Ha
XpoMaTorpami poaumnHy cTanaapty (SS)
laeHTuchikauis atopeacTatuHy | OCHOBHA NNsMa Ha XpoMaTorpami po34uHy 3paaka - “1
~ TLX {SaS) mae pignosigaTtu OCHOBHIY NNAMI HA
XpoMaTorpami poaunHy craaapty (SS)
{peHTUdikaLia TuTany Po3uunH HaBysae woBTOro 3abapsneHHs - “1
Alokeuay
KinbKicHWA BmicT 95,0 - 105,0 % BiA 3a3Ha4EHOT KirlbKOCTi 99,8 -
aropeacTaTuHy
PogunHeHHs aropsacratudy | He meHwe 75 % (Q) sig 3a3HaueHol KinbkocTi 92 -97 -
npotsrom 30 xBUnuH
MikpoBionorivHa aKicTb ~ He Ginbwe 1000 KYO 8 11 - ‘2
3aranoHa Kinbkicts aepobrux
wikpoopraHiamis (TAMC)
MixpobionorivHa sKicTb — He Ginbwe 100 KYOB 1 - ‘2
3aransHa KinbkicTs
APDKAXKOBUX Ta NNICEHEBUX
rpubis (TYMC)
MikpoBionorivHa sKicTb - BigcytHig 1 r - 42
Escherichia coli

p.* = Npumitka

*1 He pyTunHwii metog. BunpobysarHa nposogutecst 1 pas Ha pix.
‘2 BuNpoOyBaHHA NPOBOAUTLECA BiANOBIAHO 40 Nporpamu (onucana B MKH)

Nakui cepTudikaT AKOCTi Mae eNeKTPORHWA Nignuc.
CepTtudikaT CTBOPEHO 2BTOMATUHHO BANIAOBAHOIO KOMM'IOTEPHOIO Nporpamoto SAP.

[ata apyky ceptuchikaty: 21.02.2025

Cropitka: 2/2




AEPIKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haait Ceiviwunol, 3. 02099, ren. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua, Kon €JIPI1OY 37079055

BHUCHOBOK
Npo SIKICTL BRE3EHOro B Y Kpainy JiikapebKoro 3acoby

28.03.2025 Ne 15663/25/26

ATOPUC®

(I:I(lfiN'IClvl)’lizlllHﬂ ATKAPCHKOIO 3ac0By 3ELHO 3 PeCeTpaitiiiimy H0CkiANeHIsM)
Tabuerky, BKPHTI INHIBKOBOIO 0600HKO1W0, 110 20 M1, o 10 Tadaeroxr y daicrepi; no 3
Oaicrepy y KapTOHHIN KopoOui

(hopma BHIYCKY. JIO3YBAHA. BUA NAKYBAHS HIKaPELKOro acoby)
Homep pecerpauitinoro nocsizuenns UA/S302/01/03 erpox ait pecerpantifinoro nocsinuenim HEOOMCIKEH M
Cepis aikapcnkoro 3acoty Ne DF0078 KisbgicTs spesenoro nikapeskoro sacody 1080

BupoBHiik KPKA., a... Hoo mecto, Craosenis

(naisteuyBams BUPoGHUKa Aikapeuikoro 3acody. kpaiia noNoeKeHIn)

ChnisibHe YRPaTHCbKO-eCTOHCLKE NANPHEMETBO ¥V GopMi TOBAPHCTBA
Bsesero B Ykpainy 3 oOmeskenoto sinnosinansuicrio "Onrima-Dapm, JIT/", incnr. kon:
21642228

(nadmenysanus o koA 3n CHPTIOY 1opuautanol ocolu alo npizsmite. iv's, 1o Sarekori Gisininol
ocolit - niANPUeMI. 1T MECHE aposkuBanis T3 peecTpatifnuit HoMep o8aiKOBOT KAPTRH NAXTIHKA
HOJAQTKIB a00 CCPis T HOMEP Hacnopra)

Nporokon sisyanshoro kowrposio sin 28.03.2025 M 929/01.10-25/11.

3a  pesyaLTaTaMM  LCPKABHOO  KOHTPOIMO  BCTAHOBACHO. U0 Jikapcwukuli  3acid  ssescno B Ykpainy 3

AOTPUMAaHHAM sumMor sakononancTsa oo sadesneuenns srocti aikapehgrhix sacotis.

l*latiaJlbtgy'/‘v’(‘ Muxkosa XQJIOEHKO

(nocaidsa, DUTPOIIO)Y (i) (ininiasns ra npissrie)




KPKA, a. a., HoBo mMecto
CEPTUDIKAT AKOCTI YIMPABRIHHA SKICTIO
lLImap'ellka LecTa 6
8501 Hoso mecTo
CnoBeHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 711677

ATopuc®, TabneTku, BKPUTi NIIBKOBOIO o6onoHkoto, no 20 mr Ne 30

KpaiHa-Bupo6HUuK: CrioBeHis

1 TabneTka, BKpUTa NNiBKOBOK 0B6OIOHKO, MicTUTh 20 Mr aTopBacTaTuUHy Yy BUrNaai atopeacTaTuHy Kanbuito
nikapcbka hopma: TabneTku, BKpUTI NNiBKOBOKO 00O 0STOHKO

po3mip i TMn nakysaxHa: no 10 tabneTok y 6nictepi; no 3 6nicrepu y Kopobui

Homep cepil: DF0078

[aTa supobHuuTEa: 12,2024 l,[laTa 3aKiHYeHHs TepMiHy npugartHocTi: 12.2026

PeecTpaujiiite nocsigyeHHs Ne:
UA - UA/5302/01/03

HasBa i agpeca BMpoGHMKa, BiANOBILaNbHOMO 3a BUNyck cepii: |NiueHsis Ha BUpo6HNLTBO Ne:
KPKA p.a., HoBo mecTto 800-16/2024-4

Wmap’cwka uecra 6

HoBso mecTo, 8501, CrioBeHis

Posmip cepii: 35.988 LUT

Uum nigTeepaxyto, Wo BulleHasedeHa iHopMaLis € [OCTOBIPHOIO Ta TOYHOI. [ana cepist npoaykuii yna BUpObneHa
(BKnIHOHaOYM nakyBaHHs/MapKkyBaHHs) i MponLlna KOHTPOIb aKOCTI Ha BULLLEBKa3aHil AinbHULI B NOBHIV BIANOBIAHOCTI i3
BUMOramMn GMP, BCTAGHOBAEHUMU MICLEBUM PEerynsaTopHUM OpraHom, a Takox Yy sigrnosigHocTi Ao cneuwndikauii
peecTpauiiiHol  AokymeHTau, saTBepaxeHoi B YkpaiHi Ans  AOCHimKXyBaHOTo nikapcbkoro 3acoby. [lpoTokonu
BUPOBHULITBA, NaKyBaHHs | KOHTPONSA AKOCTI NnepeBipeHi i BiANOBifaTbL BUMOram GMP.

Cepis BunyLUeHa Yy BiANOBIAHOCTI i3 AiloH0t0 sepcieto MKst UA/5302/01/03.

[laTa BunycKy Ha pUHOK: Ocoba, BiAnosigansHa 3a BunycK 13 Ha puHoK
21.02.2025 Tansa [pHoBLLeK
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[anuit cepTudikaT AKOCTi Mae enexTPOHHWIA nianuc. [ata ppyky ceprudikaty: 18.03.2025
CepTudikaT CTBOPEHO aBTOMATUHHO BaniAoBaHOK KOMM'KOTEPHOK NPOrpaMoto SAP. Cropitka: 1/2
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CEPTU®DIKAT AKOCTI

KPKA, 4. a., Hoso mecTo
YNPABJIIHHA SKICTHO
Wmap'ewwka uecra 6
8501 Hoeo mecto
CnoseHig

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

Kog Ne: 711677
ATopuc®, TabneTku, BKpUTI NNiBkoBOI 060M0HKO, Mo 20 Mr Ne 30
KpaiHa-Bupo6Huk: Crnoseris
1 Tabnietka, BKpuTa NNiBKOROIO obonoHkolo, MicTUTL 20 Mr aropBacTtaTUHY y BUrnaai aTopBacTaTUHY KanbLilo
nikapckka hopma: TabseTkn, BKpUTI NNIBKOBOIO 060MOHKOK
03Mip i TMN nakysaHHA: no 10 Tabnetok y GnicTepi; no 3 6nictepu y kopobui
Homep cepii: DF0078
[ata BupobHuuTsa: 12,2024 |,D,aTa 3aKiHYeHHs TepMiHy npuaaTHocTi: 12.2026
HasBa nokasHukis Cneuudikauis PesynbraTtu BUnpobysaHs Mp.*
Onuc Bini, kpyrni, Tpoxu Bunykni, BKpUTI NRiBKOBOIO Bignosinae -
06onoHKo TabneTku
OpHopigHicTs go3oBaHux MpuiiMansHe yucno (AV): He Binblue 15,0 1.8 -
OfMHUL ~ OAHOPIAHICTL
BMICTy aTopBacTaTuHy
CynyTHi nomitkm — ATN1 He 6inble 0,2 % <0,05 -
CynyTHi nomitwku — ATN2 He Ginbwe 0,2 % < 0,05 -
CynyTHi aomiwku — ATN4,5 He 6inbwe 0,2 % 0,09 -
CynyTtHi goMiwku — ATN12 He 6inblwe 0,2 % < 0,05 -
CynyTHi gomitwku — ATN13 He Ginbwe 0,2 % < 0,05 -
CynyTHi gomiwkm — ATN14 He 6inble 0,2 % < 0,05 -
CynyTHi fomiwku — ATN15 He Ginbwe 0,2 % < (3,05 -
CynyTHi nomitku — ATN16 He 6inbwe 0,2 % 0,05 -
CynyTHi gomiwku — ATL1 He 6inbiie 0,2 % 0,05 -
CynyTHi oMilKu — oauHUYHA | He Ginblue 0,2% 0,05 -
HeifgeHTudikoBaHa AOMILLKa
CynyTHi AoMiWwku — cyma He Ginblwe 1,0 % 0,24 -
laeHTudikauia atopsacTatumy | Yac YTPUMYBaHHS niky aTopsacTaTuHy Ha Bignosipae -
- BEPX Xpomatorpami poauuHy apaska (SaS) mae signosinatu
Yacy yTpuMyBaHHsl niky aTopsacTatiHy Ha
xpomarorpami posuuHy craHgapty (SS)
laeHTUdbikauis aTopeacTaTuHy | OcHoBHa nnsMa Ha Xpomarorpami po3yuHy spaska - *1
- TWX (SaS) mae signosiaatv OCHOBHIM NNAMI Ha
XpomaTorpami posuuHy crasgapty (SS)
laeHTudikauis TuTaHy PosunH HaByeae xoBToro 3abapsrenHs - 1
Aiokeuay
KinbkicHuit smicT 95,0 - 105,0 % Big 3a3HaveHoOl KiNbKOCTI 100,9 -
aTopBacTaTuHy
Posuunenrns atopsacratudy | He meHwe 75 % (Q) Bial 3a3HaveHOI KinbkocTi 95 -89 -
npotsarom 30 xsunuH
MikpobionorivHa sikicTs — He 6Ginbwe 1000 KYO 8 11 - *2
3aranbHa KinbKicTb aepobHux
MikpoopraHiamis (TAMC)
Mikpo6ionoriyxa sikicTs — He 6inbwe 100 KYO B 1+ - *2
3aranksHa KinbkicTh
ApDKAXOBUX Ta NniceHesnx
rpubis (TYMC)
MikpobionoriyHa sikicTs - BigcytHis 1 r - ¥
Escherichia coli

Mp.* = Npumitka

1 He pyTuHHuit MeTog, BunpoBysaHHs npoBoAnTLCA 1 paa Ha pik,
*2 BUNPOBYBaHHS NPOBOANUTLCS BIAMNOBIAHO A0 nporpamu (onucaHa 8 MKS)

Hanuit cepTudikaT skocTi Mae enekTpoHHU nignuc.
CepTudhikaT CTBOPEHO aBTOMaTUUHO BanifoRaHOW0 KOMM'IOTEpHO Nporpamoto SAP.

Hata apyky ceptudikary: 18.03.2025
Cropinka: 2/2
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