TIEPXJIIKCITYKBA YKPAIHU
JEPJKABHA CJIYXBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK

Npo SIKIiCTHL BBe3eHOro B YKpaiHy JikapcbKoro 3acody

20.11.2024 Ne 61614/24/26

KOPIOJI®

(naliMenyBaHHS Nikapchkoro 3acoby 3rifHO 3 peecTpaLliiiuM nocsinueHHaM)
tabserkn no 3.125mr, no 7 Taéaerok y Oicrepi; no 4 6aicrepu B KapTOHHii KopoOui

(popma BuryCKy, 103yBaHHs, BUI MaKyBaHHs Jlikapchkoro 3acoGy)
Homep peectpauifitoro nocsinuenns UA/4128/01/01 crpox aii peectpauiittoro nocsinyenns HeOOMeEXEHHHA
Cepis nikapcbkoro 3acoby Ne NNSS582 KinbkicTs BBe3eHOTO JNikapcbkoro 3acoby 16080

Bupo6rnk KPKA, n.1., Hoso mecto, CrioBeHist

(naitmMeHyBaHHs BUPOOHHKa Jikapcbkoro 3acofy, KpaiHa MOXOMKEHHS)

CrninbHe yKkpainchKo-ecTOHChKe MiAnpHeMcTBo Y ¢opmi ToBapucTsa
BaeseHo B YkpaiHy 3 oomexxeno10 BinnosinaasnicrTio "Onrima-®apm, JIT/I", inent. kon:
21642228

(naiiMenyBanns Ta koa 3a CIPTIOY opuanukol ocobu abo npispulue, iM'4, 1o 6aTbKOBI (isuyHOT
0cobu - nianpuemus, it Micue NpoXMBaHs Ta peecTpaLitHuit Homep 061iKoBOT KapTKH MIATHIKA
nozarkis aGo cepis Ta HOMEp Nnacnopra)

IpoTokoa Bisyanbuoro koutpomo sig 20.11.2024 Ne 3971/21.

3a pesynbTaTaMH JIEPKABHOTO KOHTPOJIO BCTAaHOBNEHO, 1O JikapCbkuii,73aci BBeseHo B YKpaiHy 3

AOTPUMAHHAM BUMOT 3aKOHONABCTBA LLOLO 3a0e3neueHHs SKOCTi Jlikapc) «I{X 3acobis.

& Muxona XOJIOJEHKO

(nogd; c06a-Opr: ABHOTO KOHTPOJIIO nianuc iniuianu Ta npissuiie
C P p




(T4 KRKN

KPKA, a. 4., Hoso MecTo
CEPTU®IKAT SKOCTI YIIPABIIIHHA SIKICTIO

Wmap'ewka uecra 6

8501 Hoso mecto

CnoseHist

Ten.: +386 7 3312 111

En. nowra; info@krka.biz

Kop Ne: 7TH8186

Kopion®, Tabnetku no 3,125 mr Ne 28

KpaiHa-BupoGHuK: CnoBeHisA

1 Tabnetka micTute 3,125 Mr kapsegunony

nikapcbKka cpopma: TabsneTku

po3Mip i TMN nakyBaHHsA: no 7 Tabnerok y 6nictepi, no 4 6nicrepu y kapToHHi kKopobui

Howmep cepii:t NN5582

Hata BupoGHuuTBa: 10.2024 |,D,aTa 3aKiHYeHHA TepMiHy npuaaTHocTi: 10.2029
PeecTpauiiiHe noceigyeHHs Ne:

UA - UA/4128/01/01

Hasga i agpeca Bupo6HuKa, BianosiaansHoro 3a Bunyck cepii: |JlieHsis Ha Bupo6HuyTBO Ne:
KPKA n.a., HoBo Mecto 800-16/2024-4

imap’ewika wecra 6

HoBo MecTto, 8501, CnoBeHis

Poawmip cepii: 52.419 LUT

Linm niaTeepaxXyto, WO BULleHaBeAeHa iHgopMaLis € AoCTOBIPHOK Ta TouHot. [aHa cepis npoaykuii 6yna supobnexa
(BKNIOYEI0YM NaKyBaHHs/MapKyBaHHs1) | MpoiiLLna KOHTPOMb AKOCTI Ha BULLeBKasaHin AinbHULI B NOBHIN BignosigHOCTI i3
BuMOramsu GMP, BCTAHOBNEHWMU MICLIEBUM DEryMSTOPHUM OpraHoM, a Takox Yy BianosigHocTi go crieumdikaii
peecTpaLiiiHoi [IoKyMeHTallii, 3aTeepgxeHoi B YkpaiHi ANA [0CRIAKYBaHOMO MikapCbkoro 3acoby. [lpoTokonu
BUPOBHULITBA, NaKkyBaHHS | KOHTPONSA SKOCTI nNepesipeHi i BianosigaloTs BUMoram GMP.

Cepis BunyleHa y signosigHocTi i3 gitovoto Bepcieo MK UA/4128/01/01.

[ara Bunycky Ha pUHoK: Ocoba, BignosiganbHa 3a Bunyck J13 Ha puHoK
06.11.2024 AHpgpes Ceniua
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Hanun cepTudpikat SKOCTi Ma€ enexkTpoHHUIA nignuc. [ata apyky ceptudikaty: 07.11.2024
CepTudikaT CTBOPEHO aBTOMaTUYHO BaNiAOBaHOI0 KOMM'loTEPHOI Nporpamoto SAP. CropiHka: 1/2




CEPTU®DIKAT AKOCTI

(F4 KRKN

KPKA, a. a., Hoso mecto
YNPABNIHHA AKICTIO
LLimap'ewwka yecta 6
8501 Hoso mecTo
CnoBeHis

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

Kog Ne: 7H8186
Kopion®, TabneTtku no 3,125 mr Ne 28
KpaiHa-Bupo6HuK: CnoBeHin
1 Tabnertka micTuTb 3,125 Mr kapsegunony
nikapckKka popMma: TabneTku
po3mMip i TUN nakyBaHHA: no 7 Tabnetok y 6nictepi, no 4 6nicrepu y kapToHHIl KopobLi
Homep cepii: NN5582
[ata BupoGHuuTea: 10.2024 l,[IaTa 3aKiHYyeHHsa TepMiHy npuaaTHocTi: 10.2029
Hassa nokasHukis Cneuundikauis Pesynbraty Bunpobysakb Mp.”
Onuc Kpyrni, aewo asoonyki, 6inoro konsopy TaéneTku 3 Bignosigae -
dackoro
OaropiaHicTb BO30BaHUX 3HaveHHa npuiiMansHoro yucna (AV) cknagace He 4,7 =
OAUHULIL ~ OAHOPIAHICTb Ginbwe 15,0
BMICTY KapBeaunony
ineHTudikauis kapseaunony — | Yac yTpumyBaHHs niky kapseaunony Ha xpomatorpami | Bignosinae -
BEPX po3uunHy spaska (SaS) mae Bignosifatu yacy
YTPUMYBaHHA MiKy KapBeaunony Ha XxpoMatorpami
PO3UMHY cTaHaapTy (SS)
IneHTudikauis kapseaunony — | OCHOBHa NNsMa Ha XpOMaTOrpami PosUMHY 3paska - 4
TWX (SaS) 3a 3HaueHHaM Rf, posMipom Ta 3abapBreHHAM
Mmae BiAnoBiaaTh OCHOBHIN NNsiMi Ha XpoMaTtorpami
PO34nHy ctaHgapTy (SS)
CynyTHi OMILUKW — oAuHWYHI | He Ginblwe 0,2 % <=0,10 -
CynyTHi aomiwxm — saransHa | He Ginbwe 1,0 % <=0,10 -
KinbKicTb
Kinbkictuit BMicT 95,0 - 105,0 % Bif 3a3Ha4eHol KirbKocTi 101,9 -
Kapseaunony
Pos4uHeHHs kapsegunony He meHwe 80 % (Q) sig 3asHaueHO! KibKOCTI 93 -99 -
npotsirom 30 XBUNWH
MikpoBionoriyHa sKicTb — He 6inbiwe 1000 KYOB 11 <10 2
3aransHa KinbkicTs aepo6HMxX
MikpoopraHismia (TAMC)
Mikpo6ionoriuHa sikicTs — He Ginbwe 100 KYO 8 1 r <10 *2
3aranbHa KinbkicTb
APDKIDKOBUX Ta FNiCEeHEBUX
rpubis (TYMC)
Mikpobionoriuna akicTs - BigcytHiB 17 Bianosinae 2
Escherichia coli

Mp.” = Npumitka

*1 He pyTuHHUIA MeToa. BunpoBysaHHs npoBoauTees 1 pas Ha pik.
*2 BUnpobyBaHHs NPOBOAUTLCH BIAMOBIAHO A0 Nporpamu (onucaxa B MKS)

HaHuit ceptudikaT akocTi Mae eneKkTpoHHKUI nignuc.
CepTudikaT cTBOPEHO aBTOMaTUYHO BaNifOBaHOK KOMM'IOTEPHOI NporpaMoto SAP.

Hata apyky ceptucpikary: 07.11.2024
CropiHka: 2/2




JAEPIKABHA CJIYKBA 3 JTIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BNUCHOBOK
po siKiCTh BBE3EHOI0 B Y KpaiHy JlikapchbKkoro 3aco0y

30.01.2025 Ne 4406/25/26

KOPIOJI®

(nakimenyBans TikapcLkoro 3aco0y 3rifiHo 3 PEECTPALHHAM MOCBIAUEHHAM)
TabJerku no 3.125vr, no 7 tabaerox y GJicrepi; no 4 6aicrepu B kKapTouuiii Kopo6ui

(opma Bumycicy, 103yBaHis, BUA IAKYBAHHS JiKaPCLKOro 3acoby)
Homep peectpauiitnoro nocsinuennss UA/4128/01/01 crpox nii peectpauiiinoro nocsinuenns HeOOMEKEH MM
Cepis nikapcebkoro 3aco6y Ne NN6729 Kinskicrs sBesetoro nikapeskoro sacoby 10800

BupoGuuk KPKA, n.u., Hoso mecto, Ciioenist

(HaiiMenyBanns BUpOOHHKa AiKapchLKoro 3acoly, kpaiHa MOXO/KEHHS)

Cruisibue ykpaiHchKo-ecToHChbKe MANpHEMCTBO y popMi ToBapHCTBA
Baeseno B Vkpainy 3 oOmeskenolo Bianosinanbuicrio "Onrima-Mapm, JITA", izent. kox:
21642228

(naitmerrysatins a koa 3a CIAPTIOVY sopumunol ocoGu abo npissuile, iM's, no Gathkoni iznunof
0co0M - nianpuemits, i Micie npoxkuBanis Ta peectpauifinuii nomep o6nikoBof KapTKH IaTHUKA
noaarkin abo cepis ra Homep nacnopra)

Iporokon Bisyansnoro konrposo six 30.01.2025 Ne 193/01.10-25/39.

3a  pesyibTaTaMu [EpPIABHOTO KOHTPONIO BCTAHOBJEHO, MO NiKapchkuii  3aci6  BBeseno s Ykpainy 3

HOTPHMAHHSM BUMOT 3aK0HOAABCTBA LLOMO 3a0e3neueriHs SKoCTi Jikapebkux 3acobis.

B.o. HauanbHy 72 ., Bixtop MAXHOBEL[b

(nocanosa oco aity ; ABHOTO KOMTPOLIO) (ninnmc) (iniidanm Ta npiznuiie)




KRK

KPKA, 5. a., HoBo mecto
CEPTUDIKAT SKOCTI YNPABIIHHA SIKICTIO

LLmap'ewwka Lecra 6

8501 Hoso mecTo

CnoseHist

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 7H8186

Kopion®, Tabnetkn no 3,125 mr Ne 28

KpaiHa-BMpPOOGHUK: CnoBeHin

1 Tabnerka Mictutb 3,125 Mr kapsegunony

nikapcbka coopma: TabneTku

po3mip i TN nakyBaHHA: No 7 TabneTok y 6nicTtepi, no 4 6nicrepu y kapToHHIN Kopobui

Homep cepii: NN6729

[Hata supobruuTrea: 10.2024 |,D.aTa 3aKiH4YeHHs TepMiHy npuaatHocTi: 10.2029

PeecTtpauiite noceigueHHs Ne:
UA - UA/4128/01/01

HasBa i agpeca BupobHuka, BignosiganbHoro 3a sunyck cepii: | JlileHsia Ha BupoBHULTBO Ne:
KPKA a.n., HoBo mecTto 800-16/2024-4

Lmap’ewka uecra 6

Hoeo mecTo, 8501, CnoseHisa

Po3mip cepii: 40.067 LUT

Uum nigreepaxyto, Wo BulLeHaseaeHa iHdopMallis € AOCTOBIpHOW Ta TouyHow. [aHa cepis npoaykuii Byna supobneHa
(BKNOYAOYM NaKyBaHHs/MapKyBaHHs) | NPOLLINa KOHTPOJIb SIKOCTI Ha BULLEBKa3aHil AinbHULI B NOBHIl BiAnOBIAHOCTI i3
BMMOramMn GMP, BCTaHOBNEHMMM MICLEBUM DErynsTOPHAM OpraHoM, a TakoX y BignosigHocTi Ao cneumdikadi
peecTpauliiHoi  AoKyMeHTaLji, 3aTBepaxeHol B YkpaiHi Ans LOcRigxyBaHOro nikapcbkoro 3sacoBy. [poTokonu
BUPOBHULITBA, NakyBaHHS | KOHTPONA AKOCTI NepesipeHi i BianosigaloTk Bumoram GMP.

Cepisa BunyLieHa y BignosigHocTi i3 gitodoto Bepcicto MKA UA/4128/01/01.

[lata BUNYCKY Ha pUHOK: Ocoba, BignosigansbHa 3a Bunyck J13 Ha puHoK
15.01.2025 Angpes Cetiua
)
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[lanuin cepTudikaT SKocTi Mae enekTpoHRUA Nignuc. [ara ppyky cepTudikaty: 16.01.2025
CepTudikaT cTBOPEHO aBTOMATUUYHO BaniA0BAHOK KOMM'IOTEPHOIO Nporpamoio SAP. CropiHka: 1/2




CEPTU®IKAT AKOCTI

KPKA, 4. a., Hoeo mecTo
YNPABMIHHA AKICTIO
lImap'ewka uecta 6
8501 HoBo mecTo
Cnosetis

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

Kopn Ne: 7H8186
Kopion®, Tabnerku no 3,125 mr Ne 28
KpaiHa-BupoGHUK: CrnoBeHisi
1 Tabnetka micTuTk 3,125 Mr kapsegunony
nikapcbka hopma: TabneTku
po3Mip i TMN nakyBaHHsi: o 7 Tabnetok y Gnictepi, no 4 6nicvepu y KapTOHHiN kopobui
Homep cepii: NN6729
[arta supoBruuurea: 10.2024 I,ElaTa 3aKiHYeHHA TepMiHy npugatHocTi: 10.2029
HasBa nokasHukis Cneundikauis PesynbTatit BUNpoGysaHb Mp.*
Onuc Kpyrni, aewo asoonykiti, 6inoro konsopy Tabnetku 3 Bianosigae -
hackoto
OpnHOPIAHICTb [,030BaHNX 3naveHHs npuitmansHoro yncna (AV) cknagae He 2,3 -
OAVNHUUB ~ OAHOPIAHICTD Binbwe 15,0
BMICTYy KapBeawunony
laeHTUdikaLia kapseaunony — | Yac yTpumyBsaxHs niky kapseaunony Ha xpomarorpami | Bignosiaae -
BEPX posunHy 3paska (SaS) mae signosigat vacy
YTPUMyBaHHA NiKy KapBEAUNOMNY Ha XpPOMaTorpami
pO3uKHY cTaHaapTy (SS)
inenTudbikauis kapseaunony — | OcHoBHa NNsiMa Ha XpomaTtorpami po3uuHy 3paska - *1
TLIX (SaS) 3a aHaueHHsM Rf, poamipom Ta 3abapsrieHHaM
Mae BiANOBiAATN OCHOBHIN NASIMI Ha XpomaTorpami
pO3uNHY cTanaapTy (SS)
CynyTHi AoMituky ~ oguHnuHi | He Binbiwe 0,2 % <=0,10 -
CynyTHi AoMilukv —3aransHa | He Ginbwe 1,0 % <=0,10 -
KiNbKICTb
KirnbKicHW# BMiCT 95,0 - 105,0 % BiA 3a3HA4EHOT KINbKOCTI 100,7 -
xapeegunony
Po3unHeHHs kapseannony He meHwe 80 % (Q) Bia 3a3Ha4eHOT KinbKoCTi 94 -98 -
npoTarom 30 xsumH
MikpoBionoriyHa sKicTb ~ He 6inbwe 1000 KYO B 1 1 <10 *2
3aransHa KinbKicTb aepobHux
mikpooprariamis (TAMC)
MikpoBionoriuHa AKicTb — He 6Ginblwe 100 KYO B 1 <10 *2
BaransHa KinbKicTb
APDRANKOBUX Ta NAICEHeBUX
rpubie (TYMC)
MikpoBionoriyHa sKicTb - BigcytHiB 11 Bianoginae *2
Escherichia coli

Mp.* = MNpumitka

*1 He pyTuHHWA MeToa. BunpobysaHHsa npoBoauTbest 1 pas Ha pik.
*2 BMNpoByBaHHA NPOBOAUTLCA BIANOBIAHO A0 NpOrpamu (onucaHa e MKS)

[anwit cepTrdikaT sSIKOCTI Mae enekTPOHHMIA nignuc.
CepTudikat CTBOPEHO aBTOMaTUYHO Basif0BaHO0 KOMM'IOTEPHOIO Nporpamoto SAP.

[Hara apyky ceptudikaty: 16.01.2025
Cropitka: 2/2
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