JIEPXIIIKCITYKBA YKPATHUA
JEPKABHA CJYXBA 3 JIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BHUCHOBOK
npo sAKicTh BBe3eHOro B Ykpainy JikapchbKoro 3acody

03.10.2024 Nt 51654/24/26

BAJIOJII

(HafiMenypaHHs JIIKapeLKOro 3acoBy 3TN0 3 peecTpauifHuM nocBinYeHHSM)
TabJerki, BKPHUTI IUIiBKOB010 ofojoHkaio o 10 Mr/160 mr, no 10 Tabaerox y 6aicrepi, mo 3
6JicTepu y xapromniii xopooui

((popma BUNYyCKY, A03YBAHHS, BUI NaKyBaKHs Aikapckkoro 3acoly)
Howmep peectpauiitioro noceinuerns UA/14357/01/02 crpo nii peectpauiitioro nocsinuenis HEOOMEXKEHUH
Cepis nikapcekoro 3aco6y Ne DD8667 KinbKicTs BBE3eHOr0 nikapebkoro sacoby 6624

Blipo6uui KPKA, na.1., Hoo Mecto, ClioBeHis

(saiiMenyBatns BUpoGHUKa Nikapckkoro 3acoby, xpaita [IOXOJDKEHAR)

CnijibHe YKPaHChKO-€CTONCHKE HiANPUEMETBO Y PopMi TOBAPHCTBA
Breseno B Vkpainy 1 o6meaxenoro sinnosigansuicTio "OnriMma-@apm, JITIL', inent. kon:
21642228

(nadimenysawis Ta koa 3a CAPTIOY opuanuiol ocobu abo npissuiue, iM'a, no Garekosi ¢isnynol
0co0u - NiNpHemil, 1i Micue NpoxUBaKis Ta peecrpauifini nomMep 00niKOBOT KAPTKK MIIATHHKA
nojarkis abo cepis Ta HOMEp flacnopra)

TpoTokon Bisyanssoro koutpomio sia 03.10.2024 Ne 3351/31.

3a pesy/JbTaTaMM  JEPYKABHOrO  KOHTPOJIIO  BCTAHOBNEHO, WO nikapehkuii  3aciG  smeseHo B YkpaiHy 3
JOTPYMMAHHSIM BMMOT 3aKOHOABCTBA W00 3a6e3neucHuA sKocTi JikapgpKnx 3acobis.

Muxkona XOJIOOEHKO

KOHTPONIO) (ninnuc) (itiviany ta npissynie)
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KPKA, 4. a., Hoso mecto
CEPTUDIKAT AKOCTI YMPABIHHSA AKICTIO
Wmap'ewwka LecTa 6
8501 Hoso mecTo
CnoseHis
Ten.. +386 7 3312 111
En. nowra: info@krka.biz

Kopn Ne: 7H1609

BAJIbCAKOP®, TabreTkun, BKpUTI NriBKoBO 060m0HKo, o 80 mr Ne 28

KpaiHa-Bupo6HuK: CnoseHist

1 TabneTka, BKpUTa NNiBKOBOIO 0GOMOHKOI, MiCTUTL 80 Mr BancapTaHy

nikapckka cpopma; TabneTku, BKpUTI NiBKoBOH 060MN0HKOM

po3Mip i TMN nakysaHHA: no 14 Taénertok y 6nicTepi, no 2 Gnicrepu y KapTOHHIW Kopobui

Howmep cepii: DE3299

[ata supobHuuTea: 03.2024 |LlaTa 3aKiHYeHHs TepMiHy npuaaTtHocTi: 03.2029

Peectpaliiite nocsigyeHHs Ne:
UA - UA/6227/01/02

Hasga i agpeca BUpobHIKa, BiAnosigarnbHoro 3a eunyck cepii: | JliLeHsis Ha BUpPOGHULTBO Na:
KPKA a.a., HoBo mMecto 800-13/2018-6

lWimap’ewka yecra 6

Hoso MecTo, 8501, CrnoBeHis

Poamip cepii: 83.965 LUT

Lum nigreepmkyto, Wo BulleHaBeaeHa iHdopmMallisi € AOCTOBIPHOK Ta TOYHOM. JaHa cepia npoaykuii 6yna supo6nera
(BKMIOUAKYM NakyBaHHs/MapKyBaHHs) | npoiiina KOHTPOnb SKOCTi Ha BULLLEBKa3aHIi AiNbHWLI B MOBHII BignosiAHOCTI i3
BuMoraMu GMP, BCTaHOBNEHWMU MICLLEBUM PErynsaTOpHUM OpraHoM, a TakoX Y BiANOBIAHOCTI A0 crneuudikauii
peecTpauiiiHol  AoKyMeHTaLii, 3aTeepkeHol B Ykpaii Ana  [OCHIMKyBaHOrO nikapcbkoro 3acoby. [lpoTokonu
BUPOBHULITBA, NaKyBaHHA | KOHTPONS SIKOCTI NepesipeHi i signosinaoTs BuMoram GMP.

Cepis BunyLieHa y signosigHocTi i3 pitodoto sepcieto MKA UA/6227/01/02.

[arta Bunycky Ha pUHok: Ocoba, BignosigansHa 3a Bunyck J13 Ha pUHOK
30.08.2024 Martes IBaHytuy

‘“[vwkwcfalc/
[aHuit cepTudikaT AKOCTI Mae eneKTPoHHUIA nignuc. [ata apyky ceptudixaTy: 18.09.2024
CepTudikaT CTBOPEHO aBTOMaTUYHO BaniA0BaHOK KOMN'OTEPHOK NPOrpamoto SAP. CropiHka: 1/2
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CEPTU®IKAT AKOCTI

KPKA, 4. a., Hoso mecTo
YNPABJIIHHA AKICTIO

LWimap'etka Uecta 6
8501 Hoso MecTo
CnoseHis

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

Kop Ne: 7TH1609
BAIIbCAKOP®, TabneTku, BKpUTi NNiBkoBoto 06050HKOO, no 80 mr Ne 28
KpaiHa-Bupo6HuK: CnoseHin
1 TabnieTka, BKpUTa NIiBKOBOI 0GONOHKOIO, MicTUTL 80 Mr BaricapTaHy
nikapceka thopma: TabneTku, BKpUTI NNiBKOBOIO 06OSOHKO
po3mip i TUN nakyBaHHs: no 14 TabneTok y 6nicTepi, no 2 6nicTepy y KapTOHHIN Kopobui
Howmep cepii: DE3299
[Hara supobHuursa: 03.2024 ‘,ElaTa 3aKiHYeHHs TepMiHy npugaTHocTi: 03.2029
Ha3sgsa nokasHukis Cneyudikaulis PesynbTaTy BunpobysaHb Mp.*
Onuc Poxesi, Kpyrni, 4BOONYKIi TabneTky, BkpuTi nniskosoto | Bignosigae -
0B0M0OHKO, 3 Haciukow 3 ogHoro Boky
OpHopigHicTe Macu He 6inbwe ogHiel i3 30 mac suxoauTe 3a Mexi 85 % - | - “1
noginexHnx TabneTox 115 % Big cepenHbOi Macu i Xo[Ha He BUXOAUTL 38
mexi 75 % - 125 % Bin cepeaHboi Macu
OOHOpIAHICTL 4030BaHNX MputimansHe yucno (AV): He Ginbwe 15,0 3.4 -
OaMHUUL —
pO3paxyHKOBO-BaroBuil MeTos
IAeHTUDiKaLis BancapTaHy — | Yac yTpuMyBaHHs niky BancapTaHy Ha xpomatorpami | Bianosinae -
BEPX po3umnHy 3paska (SaS) mae Bianosigartu yacy
YTPUMYBaHHA NiKy BancapTaHy Ha Xxpomarorpami
po34uHy cTaHpapTy (SS)
|neHTUbiKaLis sancapTany — | Y® - cBiTno, foBxuHa xsuni 254 1M Mnama Ha - X
THIX Xpomarorpami posquHy spaska (SaS) mae signosigatu
3a 3HadeHHsM Rf Ta posmipom nnami Ha xpomaTorpami
po3uuHy cTanaapty (SS)
Y& - cBiTNO, AoBXUHa XBUNI 366 HM: TnamMa Ha
xpomartorpami posquHy 3paska (SaS) mae signosigaru
3a 3HaveHHsM Rf, poamipom Ta KonkopoM
dhryopecueHuii nnami Ha xpoMatorpami po3yuHy
cranaapty (SS)
lneHTUdikauis TUTary BianosigHo Ao aHaniTUMHOT METOAMKM - *1
fiokeugy :
InerTudikalis sanisa okeudis | BignosigHO [0 aHaNiTUYHOT METOAMKY - =1
PosnasiaHhs He 6Ginsiwe 30 xBunuH y Bodi Npu Temnepatypi 37 °C = 1 -2 -
1°C
CynyTHi AoMilky — oanHuyHa | He Ginbuwe 0,2 % <= 0,10 -
CynyTHi JOMIlUKK — cyma He 6inbue 1,0 % <= 0,10
KinskicHuit BMicT Bancaptary | 95.0 - 105,0 % Bia 3a3HaueHol KiNbKkocTi 100,6 -
Po3uuHeHHs BancapTaHy He Mexwe 80 % (Q) BiA 3a3HayYeHOT KINLKOCTI 95 -97 -
npotsrom 30 xBUNUH
MikpobionoriuHa AkicTe — He 6inbwe 1000 KYO B 11 - *2
3aranbHa KinbKicTb aepoSHUX o
Mikpoopraniamis (TAMC) s ; ¥
MikpoGionoriyHa sKicTb -< He Ginblwe 100 KYO s 11 - 2
3aransHa KinbKicTb
[PPYIKOBUX Ta NIiCEHEBUX
rpu6is (TYMC)
MikpoBionoriyHa sKicTb - BigcyTHis 1 - 2
Escherichia coli

Mp.* = NpumiTka

*1 He pyTUHHUIA MeTogd. BunpoBysakhs NpoBoanTLea 1 pas Ha pik.
*2 BUNPOBYBAHHA NPOBOANTLCS BIANOBIAHO M0 Nporpamy (onucaHa B MKS)

[laHui cepTudikaT AKOCTI Mae eneKkTPOHHWI niannc.
CepTudhikaT CTBOPEHO aBTOMATIYHO BasliA0BaHOK KOMITIOTEPHOIO NPOrpamoro SAP.

[ata apyxy cepTudikaty: 12.09.2024

CropiHka: 2/2




AEPAKABHA CJIYIKBA 3 TIKAPCHKHX 3ACOBIRB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Ceitaununof, 3, 02099, res. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
po SIKICTH BBE3EHOTr0 B YKpaiHy JikapchKoro 3aco0y
28.02.2025 Ne 10303/25/26
BAJIbCAKOP®

(HaltMeHy BaHHs JiKapChkoro 3acoby arimmo 3 PEECTpauiHHIM NTOCBIAYCHHM)
Ta0./1eTKH, BKPHTI ITIBKOBOIO 060JI0HK010, 110 80 mr, o 14 raberok y GJicrepi, no 2
OuticTepn y KapToHHil KOpOGLi

(hopma Bumycky, 103yBarHs, BiI NAKyBAHHS JKAPCHKOrO 3acoby)
Howmep peecrpauiiinoro nocsinuenns UA/6227/01/02 crpok aii peecTpauifinoro nocsiauenns HEOOMEKECHHIH
Cepis nikapcbkoro 3acoby Ne DE6069 Kinbkicts BBE3EHOrO MNikapcrkoro 3acoby 3312

BupobHux KPKA, n.1., Hoso Mecto, CiioBenis

(HaiimenyBanHs BupoGHMKa Jixapchkoro 3acoby, kpaita ITOXO/KCHHS )

Beeseno B Vipainy CrinbHe ykpaiHchbKo-ecTOHChKe mianpuemMceTso y ¢popmi
TOBAPUCTBA 3 00MEXKEHOI0 BiANOBIIAIBLHICTIO "OnTtima-®apm,
JITA', inent. xoa: 21642228

(naiimeryBanus Ta koa 3a CAIPTIOY topunuanoi ocobu a6o npi3BHIe, imM's, 110 GarbkoBi
disnunol ocobu - nignpuemus, i Mice MIPOXHMBARHS Ta peecTpauiiinmii Homep 06iKoBoT
KapTKH MiaTHUKA NofaTkis abo cepist Ta Homep nacropra)

Iporoxon Bisyansnoro kontpono sia 28.02.2025 Ne 519/01.10-25/28.

3a  pesyabTaraMM  NepHKaBHOTO  KOHTPOJIO BCTAHOBJEHO, IO JikapChkuil 3aci6 BBeseHo B Vipainy 3

AOTPHMAHHSIM BUMOT 3aKOHOJABCTBA 1100 3a0e3neueHHs IKOCTI NiK p/CbKPIX 3aco0iB.

Mmukona XOJIOJEHKO

(mocanora ocofa of)l"éiuy;j;¢;5>i§a131~1orokKOH'rpomo) (niaruc) (imiuian Ta npissuue)

Havanpuux




KPKA, . a., HoBo mecTo
CEPTUDIKAT AKOCTI YMPABIHHS SKICTIO

Wmap'ewka LecTa 6

8501 Hoso mecTo

CnoBeHis

Ten.. +386 7 3312 111

En. nowra: info@krka.biz

Kop, Ne: 7TH1609

BANbCAKOP®, TabneTku, BKpUTI NIiBKOBOIO 0B0ONOHKOID, MO 80 mr Ne 28

kpaiHa-Bupo6HUk: Criosexis

1 TabneTka, BKpUTa NMiBKOBOK 0BOMOHKOI, MICTUTL 80 mr BancapTaHy

nikapcbka chopma: TabneTku, BKpUTi N1iBKOBOKO 0060n0OHKO

po3mip i Tun nakyBaHHA: no 14 Tabnetok y GnicTepi, no 2 GnicTepy y KapTOHHIN Kopo6ui

Homep cepii: DE6069

Jara supobHuuTea: 05.2024 |£laTa 3aKiHUeHHs TepMiHy npugaTtHocTi. 05.2029

Peectpauiiite nocsiadeHHs Ne:
UA - UA/6227/01/02

Hasga i agpeca Bupo6HUKa, BIANOBIAANLHOIO 3@ BUNYCK cepii: |NiueHsis Ha BUpoBHULTBO Ne:
KPKA g.a., HoBo mecTo 800-13/2018-6

Wimap’ewka yecta 6

Hogo mecTo, 8501, CrnoseHia

Poamip cepii: 43.848 LT

Lium nigTBEpAXYHO, WO BUlleHaBeneHa iHbopmaLlis € [OCTOBIPHO Ta To4HoW. [laHa cepis npoaykuii 6yna supobnexa
(BKMoYalodn nNakyBaHHS/MapKyBaHHs) | NpoiLLNa KOHTPOb AKOCTI Ha BULLEeBKa3aHiil AinbHULI B MOBHIM BiANOBIBHOCTI i3
BuMoramu GMP, BCTaHOBREHUMM MICLLEBUM PEryfIATOPHUM OpFfaHOM, & Takox Y signosigHocTi 4o cneuwdikauii
peecTpaLjiiiHol  foKymeHTaulii, saTBepakeHoi B Ykpaidi Aans  AOCNiAXyBaHOro nikapcbkoro 3acoby. [lpoTokonu
BUPOBHULITBA, NakyBaHHs | KOHTPONSA AKOCTI nepesipeHi i BignosigatoTe Bumoram GMP.

Cepis BunytiieHa y BianosigHoCTi i3 Aitoyoto sepcicto MK UA/6227/01/02.

Ocoba, BignosigansHa 3a BUNycK 13 Ha pUHOK
CimoHa lckpa

[laTa BUnYycKy Ha pUHOK:
04.12.2024

Nata apyky cepTudikaty: 12.02.2025

Llauuti cepTudikaT AKOCTI Mae eneKTPOHHUYA nianuc.
CropiHka: 1/2

CepTudikaT CTBOPEHO aBTOMATUYHO BaNiA0BaHO koMmn'toTepHoto Nporpamoto SAP.

Brap o orvs bp 160828 VT



CEPTUDIKAT AKOCTI
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KPKA, 4. a., Hoso mecto
YIPABIIHHSA AKICTHO
Wmap'etka uecta 6
8501 Hoso mecTo
Cnosenis

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

Koa Ne: 7H1609
BAJIbCAKOP®, TabneTku, BKpUTi NMiBKOBOK 060M10HKOLD, MO 80 mr Ne 28
KpaiHa-BupoBHUK: CnoseHis
1 TabneTka, BKpUTa NNiBKoBO0 060NoHKoK, MicTUTE 80 Mr BancapTaHy
nikapckka chopma: TabneTku, BKpUTi NNiBKoBOK 06 0SI0HKOIO
po3Mip i TMN NakyBaHHA: No 14 Tabnetok y Gnicrepi, No 2 GricTepy y KapTOHHIK kopobui
Howmep cepii: DE6069
[Jara BupobruuTea; 05.2024 |ﬂaTa aaKiHueHHs TepMiHy npugaTHocTi. 05.2029
Haasa nokasHWkiB Crneundikauis PeaynbTaty BUNpobysaks Mp.*
Onuc Poxesi, Kpyrni, ABOONYKIi TabneTku, sKpUTI nniskosoto | Bignosinae -
060MOHKO, 3 HACIHKOH 3 0fHOro BOoky
OpHopigHicTe Macu He 6inblue oaniei i3 30 Mac BUXOAUTL 38 MexXi 85 % - |- *1
noainexux Tabnetox 115 % Bif CEPEAHLOT MacH i KoaHa He BUXOAWUTL 38
mexi 75 % - 125 % Bif cepenHboi macu
OfHOpIAKICTE [030BAHNX MpuitmansHe wucno (AV): He Binbwe 15,0 2.3 -
OAVHWLb —~
pO3paxyHKoBO-BaroBuii METO/
laeHTudikallia BancapTany — | YHac yrpumysaHHs niky BancaptaHy Ha xpomartorpami | Bianosinae -
BEPX poaumHy 3paska (SaS) mae sinnosigaTu Yacy
YTpUMyBaHHs Niky BancapTaHy Ha XxpomaTorpami
po3umnHy craHpapty (SS)
|neHTudikauis BancapTaHy — | Y® - cBiTno, AoBXWHA XxBUNI 254 HM: MNnsMma Ha - “1
TWX XpoMmaTorpami posuuHy spaska (SaS) mae Bignosinati
3a 3HaveHHaM Rf Ta poamMipoM nnsimi Ha XxpoMaTorpami
poayuHy cTanaapTty (SS)
Y® - cBiTno, A0BXMHa XBUNi 366 HM: [nama Ha
XpomaTorpami po3uuHy apaska (SaS) mae BignosigaTu
3a 3HaueHHAM Rf, poaMipom Ta KonbopoM
chnyopecueHLii nNsAMi Ha xpomaTtorpami poaumHy
craHgapry (SS)
|neHTUdiKauia TUTaHy BianogigHo [0 aHaniTu4HOi METOAMKN - *1
fiokcuay
|aeHTudbikauis 3anisa okcuais | Bignosiaro Ao aHaniTM4HOI METOAUKM - *1
PoanagaHHs He Ginbie 30 xaunuH y soai npu Temnepatypi 37 °C + |1 -1 -
1°C
CynyTHi foMilku —oauHuyHa | He Binble 0,2 % <=0,10 -
CynyTHi AOMiLIKW — cyMma He 6inbwe 1,0 % <= 0,10 -
KinbkicHut amict sancapraty | 95,0 - 105,0 % sin 3aaxadeHol KiibKOCTi 100,0 -
Po3unHeHHA BancapTaHy He meHwe 80 % (Q) Big 3a3Ha4eHOT KiNbKOCT 94 -98 -
npotsrom 30 XBUIYH
MikpobionoriyHa aKkicTb — He Ginbwe 1000 KYOB 11 - 2
3aranbHa KinbkicTb aepobHux
MikpoopraHismia (TAMC)
MikpobBionoriyHa sKicTb ~ He Ginbwe 100 KYOB 1T - 2
3aranbHa KineKicTb
APDKAXOBUX Ta MfliceHeBnX
rpnBis (TYMC)
MikpoBionoriyra akicTb - BincytHis 1r - 4
Escherichia coli

Mp.* = NpumiTka

*1 He pyTuHHUA MeTog. BunpoByBaHHa NPOBOANTECSA 1 pas Ha pik.
*2 BuUNpoByBaHHA NPOBOANTECA BIANOBIAHO A0 NPOrPaMu (onucaxa 8 MK#A)

[lanuit cepTudikaT AKOCTI Mae enekTPOHKUI nianvic.
CepTudiikaT CTBOPEHO aBTOMaTU4HO BaniA0BaHOK KoMn'loTepHo Nporpamoto SAP.

[lata apyky cepTudikaty: 12.02.2025
CropiHka: 2/2
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