JNEPKABHA CJIYKBA 3 JIKAPCBHKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

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

BHUCHOBOK
NpO AKICTHL BBe3eHOro B YKpainy JiKapchKoro 3aco0y

06.11.2024 Ne 58663/24/%6

KAIITOIIPWJI

(HaliMeHyBaHHs JiKapchkoro 3acoy 3rifHo 3 peecTpaiiiHuM NOCBiAYEHHAM)
a6xeriu nmo 25 mr, no 10 Taéierok y GJictepi; no 2 Gaicrepu B KapTOHHIH Kxopooui

(bopMma BUIIyCKY, JIO3yBaHHs, BH MKy BaHHs Jlikapehkoro 3acoby)

Homep peectpauiittoro nocsinuents UA/4800/01/02 crpox aii peectpauitinoro nocsiguenns HEOOMEXEHUI

Cepis nikapcskoro 3aco0y Ne DES275 KinbkicTs BBe3eHOTO JiKapcskoro 3acoby 288
Bupo6nuk KPKA, n.1., HoBo Mecto, ClioBeHis
(uaitMeHyBaHHs BUPOGHHKA NiKaPCHKOTO 3aco0y, kpaiHa MOXOMKEHHS) TR
Bgeseno B Ykpainy CuijbHe YKpaiHChKO0-eCTOHChKE NiNPHEMCTBO Y ¢opmi ToBapHCTBA
3 oGMeskeno0 BignoBizaapuictTIo "'OnTtiMa-®apm, JIT/L", inenr. xon:
21642228

(uajimenyBanis Ta xop 3a €[IPTIOY fopuan4HOi 0co6u abo npispuLLe, iM's, 0 6arskoBi (iznunol
oco6u - nianpuemud, il Micle NpoOXHUBAHHS Ta peecTpauiinuii HoMep 061ikOBOT KapTKH IIATHAKA
noaarkis 200 cepist Ta HOMEp Nacnopra)

TIpOTOKOJI Bi3yaILHOr0 KOHTPOJIIO BiX 06.11.2024 N 3747/6.

3a pesynbTaraM [EPXKABHOIO ~KOHTPOJIO BCTAHOBJICHO, IO nikapcokuif  3aci6 BBeseHO B YKpaiHy 3

AOTPHMAHHSM BMMOT 3aKOHO/IABCTBA OO 3a6e3reueHHs AKOCT] JiKapChKUX 3ac00iB. B
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4 Muxona XOJIOJEHKO
ag’bcoGai:gS\prgi‘l-ly nepmaBHoro KOHTPOJIO) (miznuc) (iniuiany Ta npissuie)




KPKA, 4. a., Hoso mecTo
CEPTU®IKAT AKOCTI PABAIHAITKICTIO
llmap'euka Uecra 6
8501 Hoso mecTo
CnoeeHis

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

Kog Ne; 7TH5192

KANTONPUN, Tabnetku no 25 mr Ne 20

KpaiHa-BupobHuk: CrnoeeHis

1 tabneTka MicTUTL 25 Mr kanTonpuny

nikapcbka thopma: TabneTku

po3Mip i Tun nakysaHHs: 10 Tabnetok B 6nicTepi; no 2 6nicTepu Y KAPTOHHIN Kopobui

Homep cepii: DE5275

[ata supobHuuTea: 05.2024 |,D,aTa 3aKkiHYeHHs TepMiHy npuaaTtHocTi: 05.2027

PeecTpaliitHe noceigueHHs Ne:
UA - UA/4800/01/02

Hasea i agpeca BupobHYiKa, BignosigansHoro 3a Bunyck cepii: | JlineHsis Ha BUpobHULTBO Ne:
KPKA a.a., Hoso mecTo 800-13/2018-6

lWmap’ewka wecrta 6

Hoso mecTo, 8501, CnoBeHis

Poamip cepii: 10.978 LUT

Lium niaTeepmxyto, Wo BulieHasedeHa iHopMalia € [OCTOBIpHOW Ta TouHow. [laHa cepis npoaykuii Byna supobnexa
(BKNIOYAKOYM NaKyBaHHA/MapKyBaHHs) | Npoituna KOHTPOSb SKOCTI Ha BUlLieBKasaHii [iNbHULE B NOBHIN BignosiaHocTi i3
suMoramn GMP, BCTAHOBMEHUMU MICLEBUM PETyNATOPHUM OpraHoM, a Takox Yy BignoeigHocTi Ao cneuundixauii
PEECTpaLifHOT  AOKyMeHTallil, 3aTBepmxeHol B Ykpaldi Ana gocnigpkysaHoro nikapcekoro 3acoby. [lpoTtokosiu
BUMPOBHULTBA, NaKyBaHHS | KOHTPOMS SIKOCTI NepesipeHi i BignosigatoTe Bumoram GMP.

Cepis BunyLieHa y signosigHocTi i3 gitovoto Bepcieto MKA UA/4800/01/02,

[laTa BUNYCKY Ha PUHOK: Ocoba, BignosigansHa 3a sunyck 13 Ha puHoK
09.10.2024 Mapiua Bpuap
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Hanuin ceptudikart aKoCTi Mae enekTPOHHWIA nianwuc. Lata gpyky ceptudikaty: 16.10.2024

CepTudikaT CTBOPEHO aBTOMaTUYHO Banif0BaHOK KOMM'IOTEPHOK nporpamoto SAP. Cropinka: 1/2




CEPTU®DIKAT AKOCTI

KRKFP

KPKA, a. 4., HoBo mecto
YNPABNIHHA AKICTHO
Uimap'etwka yecta 6
8501 Hoso mecTo
CnoeeHis

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

Kofy Ne: 7H5192
KAMTOMPUA, Tabnetkn no 25 mr Ne 20
KpaiHa-BupobHuk: CrnoseHin
1 rabrieTka MicTUTL 25 Mr kanTonpuny
nikapcbka dpopma: TabneTku
poamip i TMR nakysaHHs: 10 Ta6netok B GnicTepi; No 2 6nictepy y KapTOHHIN kopobui
Homep cepii: DE5275
[ata supobHuuTea: 05.2024 |ﬂaTa 3aKiHYeHHst TepMiHy npugaTtHocTi: 05.2027
Ha3zsa nokasHukis Cneuudikadlis PesynsTaTit BUnpobysaHb Mp.*
Onuc Kpyrni, anerka gsoonykni TabneTku 6inoro konsopy ai | Bignosinae -
CKOWEHUMU KpasiMu, Ta Hacivkoto 3 OfIHIET CTOPOHN.
OpHopigHicTb f030BaHKX Mpuitmanshe uucno (AV): He Binbwe 15,0 % 2,7 -
OfIUHULB — OAHOPIAHICTD
BMICTY Kantonpuny
|aeHTUdiKaUis KanToNpuUny — | Yac yTpuMyBaHHs Niky kantonpuny Ha xpomatorpami | Bignosinae -
BEPX po3vuHy 3paska (SaS) mae signosigath Hacy
yTPUMaHHS NiKy KanTonpuny Ha XxpomaTtorpami posuuHy
crangapty (SS)
|eHTUdikauis kanTonpuny — | Mnsama Ha xpomaTorpami poauuHy apaska (SaS) mae - *1
TWX signosinaTtu aa aHayerHsm Rf, poamipom ta
3aBapBneHHAM NNAMI Ha Xxpomartorpami po3ynHy
craHpapty (SS).
CynyTHi JoMiLLKy — He 6inbwe 2,0 % 0,1 -
kanTonpuny aucynbdia
CynyTHi OMILLIKK ~ He 6Ginbwe 0,5 % <= 0,05 -
HeifleHTUdIKOBaHI OAUHUYHI
CYNYTHI LOMiLLKU
CynyTHi oMiLLKK — cyma He 6Ginbwe 1,0 % <= (0,05 -
HeineHTUgIKoBaHNX CYNYTHIX
[OMILLOK
CynyTHi JOMILLKK — CYyMa He Ginbuie 2.0 % 0,1 -
KinbKicHuit BmicT kanTonpuny | 95,0 - 105,0 % sig 3a3HaveHol KinbKocTi 100,6 -
PoaunHeHrHs kantonpuny He meHwe 80 % (Q) Bia 3a3Ha4eHO! KiNbKOCTI 97 -104 -
npotarom 20 xsunud
MikpobionorivHa siKicTb — He Binblwe 1000 KYOB 11 - *2
BarafibHa KinbKicTb aepobHux
mikpoopraHiamis (TAMC)
MikpoBionoriyHa aKicTb — He 6inbwe 100 KYOB1 1 - *2
3aranbHa KinsKicTs
LPDKOXKOBUX Ta NNiceHeBux
rpun6is (TYMC)
MikpobionoriyHa sakicTb - BigcytHis 11 - *2
Escherichia coli

Mp.* = NpumiTka

*1 He pyTvHHUA MeToA. BunpoByeaHia npoeoanTscs 1 pas Ha pik.
*2 BUNpoByBaHHA NPOBOAWTLCA BIANOBIAHO A0 Nporpamu (onucaHa B MKA)

Danun cepTudikaT SKOCTi Mae enekTPoHHWIA nianuc.
CepTuchikaT CTBOPEHO aBTOMaTHYHO BaNiA0BaHoK KOMM'IOTEPHOI NporpamMoto SAP.

Data apyky ceptudpikaty: 16.10.2024
CropiHka: 2/2




AEPKABHA CJIYAKBA 3 JIKAPCBKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Mo SIKICTh BBE3€HOro B YKpaiHy JikapcbKoro 3acofy
10.03.2025 Ne 12083/25/26
KAIITONIPUJI

(HaiiMenyBanis nikapchkoro 3acoby 3rifHo 3 peecTpauiiHuM NoCRigYeHHsM)
Tadserku 1o 25 mr; no 10 Taberok y Guictepi; no 2 6aicrepu B KAPTOHHII KOpoOi

(popma Bunycky, n03yBaHHs, BUA NAKYBAHHA NiKAPCHKOTO 3acoby)
Howmep peecrpauiiinoro nocsinuenns UA/4800/01/02 crpox aii peecrpauiiinoro nocinuenus HEOOMEKSHMI
Cepis nikapcbkoro 3acoby Ne DE8679 Kinbxicts BBE3eHOr0 Jlikapcbkoro 3acoby 288

BupoGHuk KPKA, n.1., HoBo mecto, Cnosenist

(HaiimenyBanus BUPOGHIKA fikapcbkoro 3acoby, kpaita MNOXOMKEHHS)

Beeseno B Ykpainy Crisibie ykpaiHebK0-eCTOHChbKE HIANPHEMCTBO Y dhopmi
TOBApHCTBA 3 o6Meskenolo BianosinanbuicTio "OnTiMa-@apm,
JITH'", inen. won: 21642228

(naitmeryBanns Ta kon 3a €JIPTIOY 1opuau4uor ocobu abo npi3BULLE, iM's, M0 BaTLKOBI
(piznunof ocobn - nianpuemus, it micue npoxusanis Ta peectpauiitnuit Homep o6aikoBoi
KapTKy MIaTHAKa noaarkis abo cepisi Ta HOMep nacnopra)

ITpoToxon sisyansnoro kontpomio sin 10.03.2025 Ne 647/01.10-25/41.

3a  pesynbTaTaMM  [EpKABHOrO KOHTPOJIO BCTAHOBNEHO, 11O nikapcbkuit  3aci6 BBeseHo B VYkpainy 3
3

AOTPHUMAHHSIM BUMOT 3aKOHONABCTBA OO 3a6€3MeUeH s SKOCT] gﬁépcsknx 3acobiB.

Muxona XOJIOAEHKO

(ninnuc) (iniuianu Ta npissuuie)




KPKA, 4. A., Hoso mecTo
CEPTU®IKAT AKOCTI YrIPABIIIHS FKICTIO
Wimap'ewska uecta 6
8501 Hoso MecTo
Cnosenist
Ten.: +386 7 3312111
£n. nowra: info@krka.biz

!Rp, Ne: 710851

KAMTONPWIN, TabneTtku no 25 mr Ne 20

KparlHa-BUPOOHUK: CroBeHisn

1 TabneTtka MicTUTL 25 Mr kanTonpuny

nikapcska hopma: Tabnerku

PO3Mip i TURN NakyBaHHA: 10 TaGneTok B GnicTepi; no 2 Gnictepu y KapTOHHIW kopooui
Homep cepii: DE8679

[ata BupofHuurea: 11.2024
PeecTpalliiiHe NocBig4eHHA Ne:
UA - UA/4800/01/02

lﬂaTa 3aKiHEHHS TEPMiHY npuaaTHocTl: 11.2027

Haaga i agpeca supobHuka, Bi/ZNOBIAANBLHOMO 32 BUMYCK cepii: |JliugHais Ha BUpoBHULTBO Ne:
KPKA a.4., HoBo mecTo 800-16/2024-4

Wimap'ewka uecta 6
Hogo mecto, 8501, CnoseHin j

Poamip cepii: 8.321 LUT

Liym niaTBEPANYIO, WO BULLEeHaBeaeHa indopmaulia € JIOCTOBIPHOIO Ta TOYHOLO. [aHa cepist npoayxuil Byna supobnexa
(BKIIOUAKOMN nakyBaHHA/MapkyBaHHs) i npoina KoHTPOIb AKOCT! Ha BULLEBKA3aHIA AlnbHULL B noBHilt BianosigHoCT i3
sumoramu GMP, BCTaHOBNEHWMM MICUEBUM PEryNATOPHUM OPraHoM, a TaKoX y signosigHocti A0 cneundikauyi
peecTpaLintol AOKyMeHTaUii, 3aTepaXeHol B Yipaidi ANA  AOCNIAXYBAHOO nikapcekoro  3acoby. [potokoni
BUPOBHULTBA, NaKyBaHHs | KOHTPONSA SKOCTi NepesipeHi i BiaNoBIAaoTE BUMOraMm GMP.

Cepis Bunywiera y BIANOBIAHOCTI i3 AIO4OK0 sepcieto MKA UA/4800/01/02.

[lata BUNYCKy Ha PUHOK: Ocoba, sianosiganbHa 3a sunyck 13 Ha puHOK

16.01.2025 Mapiua bpuap
(.,.. i
/Ar" et A7 s B
UK © 8 . 22k
G2,
[Naxwni ceptudpikat SKOCTi MaE enexTPOHHWA nignuc. Jata ppyky ceprudikary: 21.02.2025
CepTvdhikaT CTBOPEHO aBTOMATN4HO 8aNi08aHOI0 KOMN'IOTEPHOIO NPOTPAMOI0 SAP. Cropitka: 1/2




CEPTUDIKAT AKOCTI

(T4 KRKM

KPKA, a. 4., Hoso mecto
YAPABIIHHA SKICTIO
Wmap'eurka uecra 6

8501 Hoso mecto
Cnoseis

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

Kog Ne: 710851
KAMTONPUN, Tabnetku no 25 mr Ne 20
KpaiHa-Bupo6Huk: Cnogenis
1 TabneTtka MicTuTh 25 Mr Kanronpuny
nikapcbka opma: Tabnetkn
Po3Mip i Tun nakysaHus: 10 Tabnerok 8 GnicTepi; no 2 6nictepu y KapTOHHIW kopobui
Howmep cepii: DE8679
Hata supobHuuTea: 11.2024 ],ﬂaTa 3aKiHYEHHS TePMiHY npuaaTHOCT: 11.2027 j
Hasea nokasuuxis Creuudikauis Peaynbraty aunpobysans Mp.*
Onuc Kpyrsii, anerka Asoonykni TabneTku 6irnoro Konbopy 3i | Bignosigae -
CKOLEHUMU KpAMW, T3 HACIMKOIO 3 OAHIET CTOPOHY.
OpHopigHicTs 40308aHMX MpuimaneHe uucro (AV): He Ginbwe 15,0 % 34 -
OAVNHUUL — OAHOPIAHICTL
BMICTY kanTonpuny
lAeHTUchikaUis kanTonpuny —~ | Yac YTPUMyBaHHs niky kantonpwny Ha Xxpomarorpami | Bianosigae -
BEPX po3umHy 3paska (SaS) mae signosigatu vacy
YTPUMEHHSI Niky KanTONpUNy Ha XpomaTorpami PO3YnHY
craHaapty (SS)
laeHTudikauin kantonpuny — | Mnsma na Xpomarorpami posunHy apaska (SaS) mae - ‘1
TLIX BiANOBIAATY 3@ 3HaYeHHAM R, po3mipom Ta
sabapenenHsm nnami va Xpomarorpami posunHy
craupapry (SS).
CynyTHi goMiku — He 6Ginbwe 2,0 % 0,17 -
kantonpusy aucynsdia
CynyTHi oMLKy — He Ginbwe 0,5 % <= 0,05 -
HeIASHTUDIKOBAHI OAUHNYHI
CYNYTHI AOMiLLIK#
CynyTHi gomitiku — cyma He Ginbwe 1,0 % <=0,05 -
HeiAeHTUDIKoBAHNX CynyTHIX
AOMiLLOK
CynyTHi AOMilwKu — cyma He Ginbwe 2,0 % 0,17 -
Kinbkicuuit smict kantonpuny [ 95,0 - 105.0 % Big 3a3Ha4€HOI KinbKoCTi 99,5 -
Posunkenns kantonpuny He menwwe 80 % (Q) sig 3asHadeHof kinskocti 90 -95 -
npoTAroM 20 xsusvx
MikpoGionoriuxa skicTs - He Binbwe 1000 KYO B 1 1 - ‘2
3araneHa Kirnbkicts aepoGHux
MikpoopraHiamis (TAMC)
MikpoGionoriuna sikicTs ~ He 6Ginbwe 100 KYO B 11 - *2
3araneha KinbkKicTs
APDKAKOBUX Ta NNiceHeRBUX
rpn6is (TYMC)
MikpoGionoriuxa sikicTs - Bigcythis 11 - ‘2
Escherichia coli

Mp.* = MpumiTka

‘1 He pyTutHuii metop, BunpoGysanHs nposoguTscs 1 pa3s Ha pik.
‘2 BunpoByBaHHs npoBoAUTLECS BiANOBIAHO A0 Nporpamu (onucana s MKS)

Hanuit cepruchikar sxocri mae NEKTPOHHWIA nigfine,
CeptudikaT cTBOpEHO asTomaTuuHO BaNiA0BAHOIO0 KOMM' IOTEPHO nporpamoto SAP.

fOara apyky ceprudikary: 21.02.2025
Cropinka: 2/2
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