AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOFBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
NPO SIKICTH BBE3€HOro B YKpaiHy JikapchKoro 3acoly
03.04.2024 Ne 16304/24/26
POKCEPA®

(naitmMeHyBanHs NiKApCHKOro 3acoby 3rifHO 3 peecTpauiiHUM IOCBITUEHHSM) ‘
Tab/1eTKH, BKPATI IIiBKOBOI0 060J0HK010, 0 15 Mr no 10 Tabaerok y Gaicrepi; mo 3
-OaicTepn y KapToHHIi Kopooui

(bopma BumycKy, JO3yBaHHS, BUA aKyBaHHs JTiKapchKoro 3acofy)
Howmep peecrpaniitroro nocsigaenns UA/11743/01/05 crpoxk nii peectpaniittoro mocsixenus HeOOMEKEHMI
Cepis nixapcskoro 3acoby Ne DD6942 KinskicTs BBe3eHOro Jikapebkoro 3acoby 160

BupoGHux KPKA, n.1., HoBo mecto, CrioBeHig

(naliMeryBanHs BUPOOHMKa JIKAPCHKOTO 3ac06y, KpaiHa NOXOKEeHHS)

Baesero B YkpaiHy Cninbne ykpaiHchKo0-ecTOHChKE MIAPHEMCTBO Y hopmi
TOBapUCTBa 3 06MexeH010 BinnoBiganbHicTo " OnTiMa-Papm,
JITH", inenr. kon: 21642228

(natimenysanns Ta xoa 32 €JIPTIOY opuauynoi ocobu abo npiseuime, iM's, 0 GaTskoBi
(isnunoi ocobu - mianpuemus, ii Micie NPOXHBAHHA Ta PeeCTpaLiiiHuil HoMep 06TikoBOT
KapTKH [UIATHUKA TI0aTKiB a00 cepis Ta HoMep nacnopTa)

IIpoToxoa Bisyansuoro koutposo eix 03.04.2024 Ne 1044/23.

3a pesyubTaTaMH [JePXKaBHOTO KOHTPONIO BCTAHOBNGHO, INO Jikapchkujy 3aci6 BBeseHo B Vipainy 3

AOTPHUMAHHAM.BUMOL33KOHOAABCTRA MO0 3a0e3MeyeHHs IKOCT] JikgyehKux 3acobiB.
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(04 KRKA

KPKA, a. a., Hoso mecTo

YOPABJIHHA AKICTIO
CEPTUDIKAT AKOCTI e mons

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Koa Ne: 7F4783

Pokcepa®, Tabrietku, BkpUTi NNiBKOBOK 060MOHKO, 1Mo 15 Mr Ne 30

KpaiHa-Bupob6HUK: CrnoseHis

1 TabneTka, BkpuTa NNIBKOBOIO 0BONOHKOW, MICTUTL 15 Mr posyBacTraTury (y BUrnaai kanbuito posyBacTaTuHy)
nikapckbka hopma: TabneTku, BKpUTI NNiBKOBOH 0600HKOH

po3Mip i Tun nakysaHHsA: no 10 TaGneTok y 6nicTepi, no 3 GnicTepu y KapTOHHiIM Kopobui

Homep cepii: DD6942

data supobHuuTea: 01.2024 |ﬂaTa 3aKiHYEHHSA TepMiHy npugaTHocTi: 01,2027
PeecTpauiitHe noceigyeHHsa Ne:

UA - UA/11743/01/05

Hassa i agpeca BupoBHuKa, BiANOBIfaNLHOro 3a BANYCK cepii: | JliueHsis Ha BUpoBHULTBO Ne:
KPKA g.a., Hoso mecto 800-13/2018-6

llimap’eluka uecra 6

Hoso MecTo, 8501, CnoBseHis

Posmip cepii: 9.840 LUT

Lium nigTeepaxyto, Wo sulleHaBeAeHa iHbopmMaLlis € AOCTOBIPHOIO Ta TouHoto. [laHa cepist npoaykuii 6yna supobneHa
(BKMIOYaAOUM NaKyBaHHA/MapKyBaHHs) | NPONLINA KOHTPOMb SKOCT Ha BULLEBKA3aHI AiNbHUYi B NOBHIN BignosigHocTi i3
BuMoramt GMP, BCTaHOBNIEHNMW MICLEBUM PErynsTOPHUM OpraHoM, a Takox y BianosigHocTi 4o cneuudikaLii
peecTpauiiiHol - dokymeHTauil, saTeepkeHoi B Ykpaiwi Ans  AocnigKyBaHOro nikapcekoro 3acoby. [MpoTokosu
BMPOGHMLITBA, NaKyBaHHS | KOHTPONA AKOCTI NepesipeHi i BianosigaTs Bumoram GMP,

Cepis BunywieHa y sianosigHocTi is gitoyoto Bepcicto MKS UA/11743/01/05.

[ata Bunycky Ha puHOK: Ocoba, BignosinansHa 3a sunyck J13 Ha puHOK
29.02.2024 ] TaHs OpHosLuek
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Danui ceprudikaT AKkoCTi Mae enekTpoHHWIl nianuc. faTa apyky cepruchikaty: 13.03.2024
Ceprudikat cTBOPEHO aBTOMATUMHO BasiA0BaHO0 KoMn'loTepHoo nporpamoto SAP. Cropitka: 1/2
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CEPTU®DIKAT AKOCTI

(T4 KRKN

KPKA, a. 4., Hoeo mecTo
YNPABJIHHA AKICTHO
LUmap'ewka yecra 6
8501 Hoeo mecro
CrioseHis

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

Kon Neo: 7F4783
Pokcepa®, TabneTku, BKpUTi Ns1iBKOBOK 06010HKO, No 15 mr Ne 30
KpaiHa-BUpobHUK: CnoBeHisn
1 TabneTka, BKpuTa NNiBKOBOK 0GONMOHKO, MICTUTL 15 Mr posyBacTaTUHY (Y BUrMsiAi KaribuUilo po3yBacTaTuHy)
nikapcbka cdopma: TaGneTku, BKpUTI NNiBKOBOK 060MOHKOIO
po3mip i Tun nakyBaHHs: no 10 TabneTok y 6nictepi, no 3 6ricTepn y KAPTOHHIN Kopobui
Homep cepii: DD6942
Hata BupobHuuTea: 01.2024 I,D,aTa 3aKiHYeHHA TepmiHy npugartHocTi: 01.2027
Hassa nokasHukis CneumndikaLiia PesynbTtath BunpobyeaHlb Mp.*
Onuc TabneTtku 6inoro konbopy, KPYrai, ABOONYKNI, BKPUTI Bianosigae -
NNiBKOBOO 06ONOHKO0, TaBNETKW 3i CKOLLEHNMMU
KpasmMu Ta 3 rpasipysaHHaM 15 3 oaHoro Goky
laeHTUdikauis TiO- Po3uvH y Turni Habysae xoBTOro aabapeneHHs - *1
laeHTudiKkaLis posysacTaTuHy | Hac yTpumyBaHHs niky posysacTaTuHy Ha Binnosigae -
- BEPX Xpomarorpami posuuHy 3paska (SaS) mae signosigam
yacy yTpumysaHHa niky po3yBactaTuRy Ha
XpomMarorpami posuuHy craHgapty (SS)
laeHTUdDikaLis posysacTaTuHy | MnsAma Ha XpomaTorpami posuunny apaska (SaS) mae - 1
-TWwX BiANoBiAaTK 3a 3HayeHHAM Rf Ta korbopom nnsami Ha
Xpomarorpami po3unHy crasiaapty (SS)
OpHOpifHICTL A030BAHMX 3HayeHHs npuiiMansHoro Yucna (AV) cknaaae He 1,7 -
0AUHNLIL — 0AHOPIAHICTb Ginbwe 15,0
BMICTY posyBacTaTuHy
3anuwKkosi PO3YUHHMKW — He 6inbLwe 5000 ppm 776 .
isonponinosui cnupT
3anuLwKosi PO3YUHHNKN — He Ginbwe 5000 ppm <= 500 -
aueToH
CynyTHi gomiwkv ~ aomiwka | He Ginbwe 0,8 % <=0,10 -
TP13
CynyTHi gomilwku —gomiwka | He Ginbwe 0,3 % <=0,10 -
RSL
CynyTHi 1OMiLIKM —~ iHWI He 6inbwe 0,2 % <=0,10 -
OAVNHUYHI
CynyTHi flomitku — 3aranbHa | He Ginblwe 1,0 % <=0,10 -
KiNEKICTb
Kinbkichui BmicT 95,0 - 105,0 % sia 3a3HayveHoI KinbKocTi 99,5 &
posyBacraTtuHy
PosunHeHHa posysacTaTuHy | Yepes 45 XBUNMH Mae POSUMHUTMCA He MeHwWwe 75 % 96 -98 -
: (Q) Big 3a3HaueHOT KiNbKOCTi
Mikpobionoriuna sikicTe — He Ginbwe 1000 KYO B 11 - *2
3ararnkHa Kinbkicte aepobHux
mikpoopraHiamis (TAMC)
MikpoBionoriyHa sikicTs — He Binbwe 100 KYOB 1T - 2
3aranbHa KinbkicTb
APPKAXOBUX Ta MAiCEHeBUX
rpubis (TYMC)
Mikpo6ionorivka sikicTb - BigcytHiB 11 - *2
Escherichia coli

Mp.* = Npumitka

*1 He pyTuHHUi meToa. BunpoGyBaHHA NpoBOAUTLCA 1 pas Ha pik.
*2 BunpobysaHHs NPOBOAUTLCA BIANOBIAHO 40 Nporpamu (onucaHa B MKS)

[aHuii cepTudhikaT RKOCTI Mae enekTPOHHWIA nignuc.
CepTudikaT CTBOPEHO aBTOMATIYHO BariA0BAHOI0 KOMMIOTEPHOIO NPOrpamoio SAP,

[ara apyky ceptucpikaty: 13.03.2024
CropiHka: 2/2




JEPKABHA CJYIKBA 3 JIIKAPCLKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK

Npo sIKICTh BBE3eHOT0 B YKpaiHy JIikapebKkoro 3acoby

30.01.2025 Ne 4407/25/26

POKCEPA®

(nakimenysanus nikapchLkoro 3acofy 3riftHo 3 peeCTpaitiiHuM NOCBIAUEHHSIM )
TabJaeTKH, BRPUTI NJ1iBKOBOIO 060/10HK010, 110 15 Mr, no 10 Taéserox y 6aicrepi; mo 3
OJticTepn y kapTomHiii Kopoo6ui
(opma sunycky, n03yBaHisi, BUA HaKyBANHs Jikapchkoro 3acoby)

Howmep peectpauiitroro nocsinuenns UA/11743/01/05 crpok nii peecrpauiiitoro nocsinuenns HEOOMENKEHH I

Cepis nikapcbkoro 3acoby Ne DE6988 KinbkicTs BBE3€HOTO Aikapchkoro 3acoby 360
Bupo6uuk KPKA, n.1., Hoso mecro, Criosenist

(HalMeryBanis BUPOBHUKA Nlikapcbroro 3acoly, KpaiHa MOXOKEHH)

Chinble ykpaiHebKo-ecToHChbKe HIATIPHEMCTBO Y (¢opmi TopapucTpa
Bgeseno B Ykpainy 3 o0meskenoro BianoBigaasuicrio "OnriMa-®apm, JIT", ineut. kon:

21642228

(Haiimernysanus ta koa 3a CAPTIOY 10pruanunoi ocobu abo ripissuiLe, iM's, 10 6aTHKOB] (pizusinol

0COGH - ninpremis, i Micue NpoXKMBANKS Ta peecTpaiiinit Homep 06aiKOBOT KapTKK MAATHHKA
nogarkis abo cepist Ta HOMEP nacnopTa)

IpoTokon Bisyansroro kourpomo six 30.01.2025 Ne 193/01.10-25/48.

3a  pesysbTaTaMM  [JEPIKABHOIO KOHTPOMO BCTAHOBAEHO, LIO Jikapchbkuit  3acib  BeeseHo B Ypainy 3
AOTPHUMAHHAM BUMOT 3aK0OHOAABCTBA LLOAO 3a6e3neueHHs SKOCTI JliKapchKux 3acobis.

B.0. HaYaNbHY (/Zv Bixrop MAXHOBELIb

10) (rijinuc) (iniianu ta npissuue)

(nocanosa o CPIKABHOTO KO



KPKA, a. a., HoBo mecTo
CEPTUDIKAT AKOCTI YNPABTIIHHSA AIKICTIO

Lmap'ewka uectra 6

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Koa Neo: 7H2942

Pokcepa®, TabneTtku, BKpUTi NNiBkoBoK 060noHkoro, no 15 mr Ne 30

KpaiHa-BMPOOHUK: CnoBeHiA

1 TabneTka, BKpUTa NNiBKOBOIO 0GONMOHKOK, MICTUTL 15 Mr po3yBacTaTuHY (Y BUrnsiai Kanbuilo po3yBacTaTuHy)
nikapcbka popma: TabneTku, BKPUTi NITIBKOBOK 000JTOHKOKO

poamip i TMN nakysaHHs: no 10 TabneTok y 6nictepi, no 3 GrnicTepy y KAPTOHHIA KOpooUi

Homep cepii: DE6988

Jarta BupobHuyrsa: 06.2024 |,E1aTa 3akiHYeHHs TepMiHy npuaatHocrti: 06.2027

PeecTpauinHe noceifgyeHHs Ne:
UA - UA/11743/01/05

Hassa i agpeca BupoGHyKa, BignosiganbHOro 3a sunyck cepii: | NiueHsis Ha BupoBHuuTBO Ne:
KPKA a.4., HoBo mecTto 800-13/2018-6

llimap’ewka uecra 6

Hoeo mecTo, 8501, Cnosedisi

Poamip cepii: 5.520 LWUT

Lium nigreepmxyto, WO BULEHaBeaeHa iHhopMaLlis € AOCTOBIpHO Ta TouHot. HaHa cepis npoaykuii 6yna supobneHa
(BKNOYaOYM NakyBaHHA/MapKyBaHHs) | MPOALLINE KOHTPOMb SKOCTI Ha BULLEBKasaHiA AinbHWLI B NOBHIN BiANOBIAHOCTI i3
Bumorami GMP, BCTaHOBMEHUMU MICUEBUM PErynaTOpHUM OpraHoM, a TakoX Y BiAMoBigHOCTI Ao cneuwdikauii
peecTpauifiHoi  AOKyMeHTauil, 3aTBepixeHoi B YKpaiHi Ans gocnifpkyBaHoro fikapcbkoro 3acoBy. [IpoToxonu
BWPOBHWULTBA, NakyBaHHSA | KOHTPONSA AKOCTI NepesipeHi i BignosigawoTs BuMoram GMP.

Cepisi BunyLleHa y BianosigaHocTi i3 gitodoto Bepcieto MKA UA/11743/01/05.

[aTa BUNYCKY Ha PUHOK: Ocoba, BignosiganbHa 3a sunyck /13 Ha pUHOK
28.11.2024 Taus JpHoBsuek
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[anuin ceptudikaT AKOCTi Mae enekTPOHHWA nignuc. [Oara apyky ceptucpikaTy: 16.01.2025
CepTudikat CTBOPEHO aBTOMaTUYHO BamniA0BaHOK KOMM'IOTEPHOIO nporpamoto SAP. CropiHka: 1/2




CEPTU®IKAT AKOCTI
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KPKA, a. a., Hoso mecto
YNPABIIHHA AKICTIO
LLmap'ewwka uecra 6
8501 HoBo mecTo
CnoseHis

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

Kon Ne: 7H2942
Pokcepa®, TabneTku, BKpMTi niiBKOBOK 060M0oHKo10, no 15 mr Ne 30
KpaiHa-BUpoOHuk: CrioBeHis
1 TabneTka, BKpUTa NNIBKOBOK 0GONOHKOI, MICTUTL 15 Mr po3yBacTaTuHy (y BUIMIsiAi KanbLito po3yBacTaTuHy)
nikapcbka popma: TabneTku, BKPUTI NNiIBKOBOIO 0GONOHKOI0
poaMip i TMn nakysaHHsi: no 10 TabneTok y GnicTepi, no 3 6nicTepyn y KapTOHHIX KOPOOLI
Homep cepii: DE6988
Hata supo6HuyTea: 06.2024 |11aTa 3aKiHYeHHs TepMiHy npuaaTtHocTi: 06.2027
Ha3sBa Nnokas3HWkiB Cneuudikauis PeaynbTtaTtyt BUnpotysaHs Mp.*
Ormc Tabnetku 6inoro KONLOPY, KPYrni, ABOOMYKNI, BKPUTI Bignosipae -
fNiBKOBOK 0BONOKKOW, TaBNeTky 3i CKOWEeHUMK
KpasamMu Ta 3 rpasipyBaHHaAM 15 3 oaHoro Goky
laeHTudikauia TiOz Po3aunH y Tvrni Habysae oBToro 3abapsneHHs - *1
laeHTudikayis posysactaTudy | Hac yTpumyBaHHs niky po3ysacTtaTuHy Ha Bignosigae -
- BEPX xpomarorpami po3unHy apaska (SaS) mae sianosigatn
Yacy yTpUMmyBaHHs niky po3yBacTaTiHy Ha
XpoMaTorpami po3unHy craHaapty (SS)
IneHTudikauis poaysacTaTury | MnsMa Ha xpomaTorpami posunHy spaska (SaS) mae - *1
- TWX signosinaT 3a aHaveHHsiM Rf Ta konsopom nnami Ha
XPOMaTorpami po3ymHy craHaapTy (SS)
OpHOpPIAHICTL A030BAHNX 3HaueHHs npuiiMansHoro unucna (AV) cknaaae He 2,1 -
OAMHULIL — OAHOPIAHICTE 6inbwe 15,0
BMICTY pO3yBacTaTuHy
3anuiuKoBi POSYNHHNKN — He 6inbtue 5000 ppm 986 -
i3onponinosuin cnupT
3anuiuKoBi PO3UNHHUKN — He 6inbwe 5000 ppm <= 500 -
aueToH
CynyTHi AOMiLLKK — fOMiliKa He Ginbwe 0,8 % <=0,10 -
TP13
CynyTHi aomiwku — gomiwka | He Ginbwe 0,3 % 0,13 -
RSL
CynyTHi AOMILIKK — iHLLI He 6Ginbwe 0,2 % <=0,10 -
OAVIHUYHI
CynyThi goMmilukv —3aranbHa | He Ginswe 1,0 % 0,13 -
KiNbKICTb
KinbkicHui micT 95,0 - 105,0 % Bia 3a3Ha4YEHOT KiINbKOCTI 98,9 B
po3yBsacTaTuHy
Po3unHeHHs posysactaTuHy | Hepesa 45 xBurnH Mae po3umHUTACS He meHwe 75 % 99 -102 -
(Q) Big 3a3HaveHo KinbKOCTi
Mikpo6iosoriuHa sKiCcTb — He Ginbwe 1000 KYOB1 1 - *2
3aranbHa KinbKictb aepobHux
mikpoopraHiamis (TAMC)
MikpobionoridHa AkicTb — He 6inbwe 100 KYOB 11 - *2
3aranbHa KinbKicTb
APDKOXOBUX Ta NNiCEHEBUX
rpubis (TYMC)
Mikpobionoriuna skicTb - BiacytHis 1 r - *2
Escherichia coli

Mp.* = NpumiTka

*1 He pyTuHHWiA MeTod. BunpobysaHHs npoBoanTeCca 1 pas Ha pik.
*2 BunpoByBaKHA NPOBOAUTLCA BIANOBIAHO A0 nporpamu (onucana B MKA)

[annit cepTudikaT AKOCTi Mae enekTPOHHUIA nignuc.
CepTudikaT CTBOPEHO aBTOMaTUYHO Barnif0BaHO0 KOMIM'I0TEPHOI Nporpamot SAP.

Data apyky ceptudikarty: 16.01.2025
Cropinka: 2/2
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