AEPIKABHA CTYKBA 3 TIKAPCHKUX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTHKAMM y m. KHEBI

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

BHUCHOBOK
Npo siKicTh BBe3enoro B Yipatuy JKAPCLKOro 3acoby
09.08.2024

Ne 40950/24/265F

BAJILCAKOP®
(HaiiMery Bamns nikapeproro sacoCy 3riauo 3 peecrpaniinmm noCBigueHHsIM)
TAGJIETKH, BKPUTI NXBKOBOIO 000101010, 110 160 Mr; o 14 Tabaerok y Gaicrepi, xio 2
OJricrepu y kapTonHiii Kopo6ii
(popma sumycky, nosysanus, sua fIRKY B NIKaPCHKOTo 3ac0By)

Howmep peecrpauiiinoro nocsinvenns UA/6227/01/03 CTpOK Aif peecTpauiiiioro nocsigueH s HEOBMEKEH I

Cepis nikapcbkoro sacoby Ne DD8827

Kinbxicrs eeseroro nikapebkoro sacoy 2048

BupoGuux KPKA, n.1., Hoso mecto, Cropenis _
(nakmenysaing pupoBuuxa nixapebkoro 3acoby, kpaina TTOXOJOKEHHSI)
Crinbre yxpaincesko-ecTonchie mignpuemMcreo y dhopmi TOBAPHCTBA
Beesero B Vipaiuy 3 00MeXKeH010 BianosinaxLHicTIO "Ourima-®apm, JITI", inenr, ron:
21642228 ‘
(naitmenynanns Ta xox 3
ocobu

a CHPIIOY 1opuanunoi ocobu ado TpigRHUINe, iM', 110 Bathron (iswnod
- nignpuemus, ¥ Micue npoxwsamis ra pecerpauiifuili nomep 0B:ikoBoT kA TIH 1w G
noparkin aGo cepisi 12 HoMep naciopra)

Hiporokon isyansuoro xonrpomo six 09.08.2024 Ne 2695/40.

3a  pesynbratamu  mepixaBHOro KOHTPOJIO  BCTAHOBNEHO,

Wwo Jsikapchkudl 3aci6  Bsmeseno s Vipainy
AOTPMMAHHSAM BHMOT 3aKOHOAABCTBA LLOJO 3a6e3MEHEHNS AKOCT] nixapchimux 3acobis.,

B.o. HavansHuka // 7 Bixrop MAXUOBEL L)
B — [y B —
(nocanona ocota opraRyEHRaBLOro KoHTPOMNIO) ninnue) (initieny a npizamine)
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(T4 KRIKN

' KPKA, a. 4., Hoso mecTo
YRPABIIHHA AKICTHO
CEPTUDIKAT AKOCTI Hebipitvisinrd
8501 Hoso mecTo
Criosetls
Ten,: +386 7 3312 111
En, nowta; info@krka.biz

Kog Ne: 7H1611

BANIbCAKOP®, TabneTtku, BKpUTI NI1iBKOBOLO 060r0oHKOH0, 1o 160 mr Ne 28

KpaiHa-BupoGHUK: CrioBeHis

1 TabrieTka, BKpUTa NiBKOBOIO 0BOMOHKOMD, MicTutb 160 Mr BancaptaHy

nikapckbka hopma: TabneTky, BKPUTI NNiBKOBOI0 OO0NOHKO

po3mip i Tun nakyeaxxs: no 14 Tabnerok y Gnicrepi, no 2 6rictepu y KapTOHHI# kopobui

Homep cepii: DD8827

fata supobHuuTBa: 06.2023 |,[laTa 3aKIHYEHHS TEPMIHY NPUAATHOCTI: 06.2028
PeecTpaliitHe nocsigdeHHs Ne:

UA - UA/6227/01/03

Haasa | agpeca ByUpoBHUKa, BIANOBIAANEHOC 33 BUMYCK cepif: | JliLieHais Ha BUPOBHULITBO Ne:
KPKA a.4., HoBo mecTo 800-13/2018-6

lLimap’ewka wecra 6

Hoso mecTo, 8501, CnioseHis

Poamip cepii: 66.560 LT

Lium nigreepaxyto, Wo BulleHaseaeHa iHdbopmauis € AOCTOBIPHOIO Ta TOYHOLO. LaHa cepist npoaykuii Gyna BupobneHa
(BKMIOYEIOUN NaKyBaHHSA/MapKyBaHHs) | NpoWLLna KOHTPONb SKOCTI Ha BULLEBKA3AHIN LiTbHALI B MOBHIN BianoBigHoCTI i3
suMoramMt GMP, BCTAHOBIIEHUMU MICLEBUM PErynsTOPHUM OpFaHoM, a TakoxX Y signoeigHocTi Ao cneumdikawli
peecTpalliitiHoi  AokymeHTaul, 3aTBepmkeHol B Ykpaidi ans JocnifpkysaHoro  nikapcboro 3acoBy. [lpoTokonu
BUPOBHULITBA, NaKyBaHHsi | KOHTPONA SKOCTi nepesipeHi i BIANOBIAAIOTL BUMOraM GMP.

Cepin eunywieHa y signosigHocTi i3 aitovoro sepcieio MKA UA/6227/01/03.

[ata BUNYCKY Ha PUHOK: Oco6a, sinnosigansHa 3a Bunyck J13 Ha puHoK
10.04.2024 Tes MasniH

oo

[aumir cepTudpixat AkocTi Mae @neKTPOHHWIA fiAnuc, DNata ppyky cepTudikaTy: 05.06.2024
Ceprudikar CTBOPEHO aBTOMaTNYHO BaniaoBaHoK KoMn'loTepHolo nporpamoio SAP. Croplinka: 1/2

B -an. NWAHFR

&g Hob. v
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CEPTUDIKAT AKOCTI

KPKA, a. a., Hoso mecro
YIMPABIHHA SKICTIO
lmap'ewxa uecra 6

8501 Hoso mecTo
Crosetist

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

Kopn Ne: 7H1611
BAJTbCAKOP®, Tabnetku, BKpUTI NiBKOBOI 060MOHKO0, 1o 160 mr Ne 28
KkpaiHa-BupobHuk: CrioBeHis
1 Tabnetka, BKpUTa NNIBKOBOI OBONOHKO, MICTUTL 160 MI BanicapTaHy
nikapcbka cropma: TabneTkn, BKpUTI NNIBKOBOK 0G0NOHKOK
poamip i TMN nakyBaHHs: no 14 Tabnetok y Gnicrepi, no 2 GnicTepy y KAPTOHHIN KOopobLL
Homep cepii: DD8827
[ara supobHuuTea: 06.2023 l,ﬂaTa 3aKiHYeHHs Tepminy npugartHocti: 06.2028
Hasea nokasHukis Crieundikalis PesynbraTi BunpoBysanb Mp.*
Onuc MosTo-KopuuHeBi, oBanbHi, 4B0ONYKNI TaBReTky, Blgnoslgae -
8KpnTl NNIBKOBOIO 060MNOHKOW, 3 HACIUKOI 3 04HOMO
Goky
OaropiaHicTs Macu He Ginbiue ogHiei ia 30 Mac suxoanuTs 3a MeXI 85 % - |- *1
roaineHux tabneTok 115 % Bia cepeaHLOl Mack i XoaHa He BUXOAUTS 32
Mexi 75 % - 125 % Bia cepeaHboi Macy
OaHoplaHicTs 4030BaHUX 3HaveHHs npuitmanbHoro uucna (AV) cknapae He 3,0 3
OAMHWUD — Ginbwe 15,0
PO3PaxyHKOBO-BAroBNk
METOR
PosnagaHHs He Ginbiue 30 xsunuH y BoAi npy Temnepatypl 37 °C+ |1 -2 -
1°C
lneHTucbikallis BasicapTay — | Yac yTpumyeanHs niky sancapraHy Ha xpomatorpami | Bianosigae -
BEPX po3unHy 3paska (SaS) mae signosigaTi yacy
YTPUMYBaHHS niky BancapTaHy Ha xpomatorpaml
pO3ynHYy cTaHaapTy (S8)
laeHTupixauia sancaprany — | YO - celtno, goexuHa xeuni 254 um: Mnsma Ha - i
TWX Xpomartorpami poauuHy spaska (SaS) mae signosiaatu
3a sHadeHHsM Rf Ta poamipoM nnami Ha xpomatorpam
pO34MHy cTaHgapTy (SS)
Y® - csltno, aosxmHa xevni 366 Hwm; Mnsma Ha
xpomarorpami posuuHy apaska (SaS) mae signosigaTu
3a 3HaveHHsM Rf, po3Mipom Ta KonLopom
thnyopecueHUii nnsimi Ha xpomaTorpaml posurHy
craHaapty (SS)
laenTndikauia 3anisa okenals | BianosinHo A0 aHaniTuuHOT MeToaMKy - il
laeHTdikauin turany BignosiaHo A0 aHanITUYMHOT MeTOANKN - *1
Aiokeuay
CynyTHi Aomiwkn — oauHnykHa | He Ginbe 0,2 % <=0,10 -
CynyTHI SOMIWKK — cyma He Binbwe 1,0 % <=0,10 -
KinbkicHuit smict Bancaprany | 95,0 - 105,0 % Blg sazHaveHoi KinbkocTl 100,0 -
Po3unHeHHs BancapTaHy He menwe 85 % (Q) Bia 3a3HaveHol KinbkocTi 94 -97 -
npotarom 30 XBUAUH
Mikpo6lonoriuxa sikicTs — He Ginbwe 1000 KYO B 1T - *2
3arankHa KinbkicTb aepoGHKX
mikpoopratiamis (TAMC)
Mixpo6ionoriuHa sKicTb — He Ginbie 100 KYO B 11 - 2
3arankHa Kinbkictb
APDKAXKOBUX Ta nniceHesux
rpubls (TYMC)
MikpobionoriyHa swicTs - Biacythig 11 - *2
Escherichia coli

Mp.* = Mpumirka

*1 He pyTukHui meTo4. BunpoBysarHs npoBoauTLCR 1 paa Ha pik.
"2 BUNpobyBaHHA NPOBOAUTLCA BIANOBIAHO A0 Nporpami (onucata 8 MKA)

[anui ceptudikat AKOCT Mae enekTpoHHWI nianvc.
CeprucikaT cTBOpeHo asTaMaTiHo BarigoBaHoIo KOMN'tOTEPHOIO Nporpamolo SAP.

[Oara apyky cepruchikaty: 05.06.2024
Cropixka: 2/2
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NEPKABHA CJIYKBA 3 JIKAPCHKHIX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo sSIKiCTh BBE3€HOro B YKpaiHy JlikapcbKoro 3acoly

19.06.2024 © Ne 31744/24/26

BAJIbCAKOP®

(HaiimeHyBanHs Jikapchkoro 3acoby 3rilHO 3 peecTpallifiHiM NOCBiA4eHHAM)
TabJ1eTKH, BKPUTI IUTIBKOBOIO 060/10HK0I0, 0 160 Mr; mo 14 Tadaerok y Oaicrepi, mo 2
oJicTepu y KapTOHHIi KopoOui

(¢opma Bumycky, no3yBaHHA, BUA NakyBaHHA Jikapckkoro 3acoby)

Howmep peecrpauiiinoro nocsinguenns UA/6227/01/03 crpok aif peectpauitinoro nocsizuenns HEOOMEXKEHMIA

Cepis nikapcrkoro 3aco6y Ne DD8827 KinbkicTs BBE3€HOTO Jikapcbkoro 3acoby 512
BupoGHUK KPKA, n.1., Hoso mecto, CioBeHis
(HaliMeHyBaHHS BUPOGHIiKa JiKapchbKkoro 3aco0y, KpaiHa MOXOMKEHHS)
BeeseHo B Vkpaity CrinbHe yKkpaiHCchKo-eCTOHChKE NiINPHEMCTBO y opMi TOBapuCTBA
3 o0MesxeHo10 BinnosinanshicTio ""Onrima-®apm, JITA", inent. kon:
21642228

(naitmenysanns Ta kox 3a €PTIOVY topuanyHoi ocobu a6o mpissuiLe, iM's, o 6atekosi (iznuHol
0cobw - nianpuemus, il Micue NpoKUBaHHS Ta peecTpaLiiHuii Homep 06iKOBOT KapTku MAATHUKA
nozaTkiB abo cepist Ta HOMep nacnopra)

Mporokon BisyansHoro kontpoaio six 19.06.2024 Ne 2088/4.

3a pe3ynbTaTaMH ASPXKABHOrO KOHTPONO BCTAHOBAEHO, LIO Jikapcbkuii  3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHSAM BHMOF 3aKOHOABCTBA LIOA0 3a6E3MEYEHHS AKOCT]

apcbkux 3acobis.

Isan 3A/IBOPHUX

&wﬁc} (iniuianu Ta npissuue)




A8

JIEP/KABHA CJIYIKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npos. Hanii Ceitanunioi, 3. 02099, ten. (044) 295-26-85
E-mail: dls.ky l\f(:,,dl&..;:a)\f.tm. Kon €JIPIIOY 37079055

BUCHOBOK

Npo sIKicTh BBE3¢HOro B YKkpaily JikapchKoro 3acody

18.12.2024 Ne 67931/24/26

BAJIBCAKOP®

(naiMenyBaHIA JIKAPCHEOTO 3ac00y 3riAHO 3 peect PALLTFHIM [TOCBIIHCHIN)
TafJIeTKII BKPUTI ILIIBKOBOIO 000JI0HK0I0, 110 160 Mr, 110 14 Tadiaeror y oJicrepi; no 2
GaicTep y KapTOHHII KopoOui

((popMa BAMYCKY, 103y BAHIIS. BILL 1KY BAHHE TIKAPCLKOTO 30C00Y)

Homep peecrpauiiitoro mocsintenia UA/6227/01/03 erpox aii pecctpauiiinoro nocsinenss HeOoOMEHKEHUH

Cepis nikapcbkoro 3acody Ne DEE47S1 KinbkicTs BBE3EHOTO Aikapebroro sacody 2304
BupoGHik KPKA. it.1.. Hoso mecto, Criosenist

(HaFiMeHy BaHils BHPOOHHKD JKAPCLROIO 3aC00y, Kpaitil HONO/UKEHIIS)

Cnianie yRpaiHehKo-ccTollech ke HiANPHEMETBo Y GopMi TOBAPHCTBA
Beeseno B Vkpaitiy 3 ofmeskenoro Bianosigaasnicrio "Onriva-MPapm, JIT", inenr. koa:
21642228

(madinenysanis ta ko sa CAPTIOY wopianinot ocobH abo npissHuLe. iv's, 10 BarbKkoBi (hizHUHOT
OCOON = NLANPHEMILSL. T MICIEC IIPOKRHBAHNA Ta PCCCTPalifimii HoMep 00IKOBOT KAPTRH ILIATHHEI
HOAATRIB A0 cepis Ta HoMep nacnopia)

Mpotokoun sisyansioro kourpoio sin 18.12.2024 Ne 4335/27.

3a  pesy/nbTaTaAMM  IEP/KABHOIO  KOHTPONO  BCTAHOBACHO, WO Jikapeskmuii 3acid  BBeseno B Ykpaiby 3

- a, P
AOTPHMAHHSAM BHMOr 3aK0HOAABCTBA LIL0/10 320C3MEHCHHA AKOCTI JIKGPCHKIN 32C00IB.

b a% | Mukosa XOJIOJIEHKO

-k
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(T4 KRKN

KPKA, a. a., Hoso mecTo
CEPTU®IKAT AKOCTI YRARNIEE FRICTI

Wmap'ewka yecra 6

8501 HoBo mecto

CnoeeHisi

Ten.: +386 7 3312 111

En. nowrta: info@krka.biz

Kog Ne: 7TH1611
BANbCAKOP®, TabneTku, BKpUTi NNiBkoBo 060NoHKo0, no 160 mr Ne 28
KpaiHa-BUpoGHuMK: CnoBeHin
1 TabneTtka, BKpMTa NNiBKOBOIO 0GOMOHKO0, MiCTUTL 160 Mr BancapTaHy
nikapceka dopma: TabneTku, BKpUTI NiBKOBOIO 060NOHKOO
PO3Mip i TMN NakyBaHHA: no 14 Tabnertok y GnicTepi, No 2 6nicTepu y KAPTOHHIK KopoBui
Homep cepii: DE4751
ata supobuuuTea; 06.2024 lﬂ,aTa 3aKiH4eHHA TepmiHy npugaTHocTi: 06.2029

PeecTpaujiiHe nocsigueHHs Ne:
UA - UA/6227/01/03

HaaBa i agpeca BupobHuka, BinnosiganbHoro 3a Bunyck cepii: |fiueHsia Ha BUpoBHULITBO Ne:
KPKA n.o., HoBo mecto 800-13/2018-6

Wmap’ewka uecta 6

HoBo mecto, 8501, CnoBsenin

Po3amip cepii: 24.576 LUT

Lium niaTBepaxyto, WO BuLLEHaBeeHa IHOPMALLs € AOCTOBIPHOK Ta TouHo. [aHa cepist npoaykuii 6yna eupobneHa
(BKITIOYAIOYM NaKyBaHHA/MAPKYBaHHSY) | NPOMALLNA KOHTPOMb AKOCTI Ha BULLEBKA3aHii AiNbHUUI B NOBHIN BiAMOBIAHOCTI i3
sumoramn GMP, BCTEHOBNEHUMW MICLEBUM PErynsTOpHUM OPraHoM, @ TakoX Y BiAnoBigHOCTI 40 crneundikauii
PeecTpaLiiHol  AOKyMeHTalii, 3aTBep/keHoi B YKpaiHi Ans AOCMifXyBaHOro nikapcbkoro 3acoby. [poTokomnu
BMPOBHWMLTBA, NaKyBaHHS | KOHTPOISA AKOCTI NepesipeHi i BianosiaawTs BUMoram GMP.

Cepin Bunywiena y sianosigHocTi i3 giroyoio Bepcieio MKA UA/6227/01/03.

[laTa BUMYCKy Ha PUHOK: Ocoba, signosiganbHa 3a sunyck 113 Ha pUHOK
04.10.2024 Tes MasniH

ToudiT

Hanuii ceptudpikaT AKOCTI MAE @NEeKTPOHHMWIA nignue. Hata apyky ceptuchikary: 05.12.2024
CepTudikaT CTBOPEHO aBTOMATMHHO BaNIACBAHO KOMN'IOTEPHOI0 NPOTPamMor SAP. CropiHka: 1/2

o aundnsy bp v r2. 20 /7




CEPTU®IKAT AKOCTI

(£4 KRKA

KPKA, a. a., Hoeo mecTto
YMNPABNIHHA AKICTIO
Wmap'ewka Uecta 6
8501 Hoso mecto
CnoseHia

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

Kop Ne: 7H1611
BAINBbCAKOP®, Tabnetku, BKpUTi nniBkoBok 06onoHkoo, no 160 mr No 28
KpaTHa-BMpoGHUK: CnoBeHisn
1 TabneTka, BKpUTa NNIBKOBOK 0BOMOHKOM, MICTUTL 160 Mr BancapraHy
nikapcbKa hopma: TabneTku, BKPUTI NNIBKOBOK 0GONOHKOK
poamip i TN nakyBaHHA: no 14 Tabnetok y 6nicrepi, no 2 6nicrepy y KapTOHHIN kopobui
Homep cepii: DE4751
Jarta BupobHuurea: 06.2024 |,D,a'ra 3aKiHYeHHRA TepMiHy npugaTtHocTi: 06.2029
HasBa nokaaHukis Cneuudikauin PesynbTaTv BUNpobyBaHb MNp.*
Onuec YoBTOo-KOpW4YHEBI, OBankHi, ABOONYKNi TabneTku, Bianoeinae -
BKPWTI NNiBKOBOH OBOMNOHKO, 3 HACIHKOK 3 OAHOro
Boky
OpnHopigHiCTL Mack He Ginblue oaHier i3 30 mac BUXOOQWTb 3a MeXi 85 % - |- *1
nogineHwx TabneTtok 115 % Bia cepefHbOi Macy i XoAHa He BUXOAUTL 3a
Mexi 75 % - 125 % Bif cepefiHb0l Macu
OnHOpPILHICTE AO30BAHUX MpuimansHe dvcne (AV): He Ginbwe 15,0 34 -
OAVHWLL —
pO3paxyHKOBO-BaroBuiA
MeTon
PosnagaHHa He Ginble 30 xsuruH y Boai npy Temnepatypi 37 °C + |1 -2 -
1°C
laeHTudikauis BancapTany — | Yac yTpumMyBaKHs niky BancapraHy Ha xpomatorpami | Bignosigae -
BEPX posumHy 3paska (SaS) mae signosinaTi yacy
YTPMMYBaHHA Niky BancapTaHy Ha XpoMaTorpami
pOo34MHy cTaHaapTy (SS)
laeHTuchikayia BancapTtany — | YO - csitno, foxuHa xauni 254 Hm: MNnama Ha - 1
TWX XpoMmaTtorpami po3duHy 3paska (SaS) mae sianosigatv
3a aHadeHHsM Rf Ta poamipoM nnami Ha xpomaTtorpami
po3yMHy cTaHaapTty (SS)
Y& - ¢BiTNO, LOBXMHA XBUNI 366 HM: Mnama Ha
XpOMaTorpami poauuHy 3paska (SaS) mae sianosigati
3a 3HadveHHAM Rf, poamipom Ta konsopem
hnyopecueHLUil Nnami Ha XpOMaTorpami po3YuHy
craHaapTy (SS)
laeHTudikauia 3anisa okcvais | BignosigHo A0 aHANITUYHOT METOAWKMN - *
laeHTUdikauia TUTaRY BignosigHo f0 aHANITUYHOT METOAMKM - *4
fiokeuay
CynyTHi AOMILKKM — oanHMYHA | He Binbwe 0,2 % <=0,10 -
CynyTHi AOMILLKK — cyma He Binbwe 1,0 % <=0,10 -
KinbkicHuiA BMicT Bancaptady | 95,0 - 105,0 % sia saszHaveHoi KinbKkocTi 100,7 =
PoaunHeHHA BancapTaHy He meHwe 80 % (Q) Big 3a3HayeHol KinbKkocTi 96 -98 -
npotsarom 30 xBunuH
MikpobionoriyHa aKicTe — He Binbwe 1000 KYO B 1T - 2
BaranbHa KinbKicTe aepobHmx
MikpoopraHiamie (TAMC)
MikpobionoriyHa aKicTs — He Binble 100 KYOB 1T - 2
3aransHa KineKicTb
APiKANKOBMX Ta NNiceHeBuxX
rpubis (TYMC)
MikpoGionoriyHa AKicTb - BigcytHiB 11 - *2
Escherichia coli

Mp.* = Npumitka

*1 He pyTvHHWIA MeToA. BunpoByBeaHHa nposoaMTeca 1 pas Ha pik.
*2 BMNpoByBaHHA NPOBOAUTLES BIANOBIAHO 4O Nporpamu (onucaHa B MKH)

Narui cepTudhikaT AKOCTi Mae enexTPOHHWIA NiANWC.
CepTuchikaT CTBOPEHO aBTOMATUYHO BaNIJOBEHOIC KOMM'KOTEPHOK nporpamoto SAP.

Oata apyky ceptudikaTty: 05.12.2024
Cropinka: 2/2




AEPIKABHA CJIYXKBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Hanii Ceitinunof, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dis.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBe3€HOro B YKpaiHy JiKkapchKoro 3ac00y
28.02.2025 Ne 10021/25/26
BAJILCAKOP®

(HaliMenyBaHHs nikapckoro 3acoby 3riano 3 peecTpaiftiuM NoCBiUCHHAM)
Ta0J1eTKH, BKPHTI ILIIBKOBOX0 060,10HK010, 10 160 mr; o 14 tabuerox y Giicrepi, mo 2
OaicTepu y kaprousiii Kopooui

(dhopma Bunycky, n03yBans, BUI naKyBauHs Jikapchkoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/6227/01/03 crpok i peecTpauiitoro nocsigueHHs HEOOMEKEHUH
Cepis nikapcbkoro 3aco6y Ne DE6382 Kinekicts BBE3€HOTO JiKapcsKoro 3acoby 2085

BupoGHuk KPKA, n.1., Hoo mecto, CiioBeHis

(naiimenyBamHs BUPOGHHKA JIKAPCHLKOTO 3aco0y, kpaiHa noxo/pKeHHs)

Beeseno B Vkpaity CriiibHe yKpaiHChKO-€CTOREbKE MiXNPHEMCTBO y ¢opmi

TOBApUCTBA 3 00MEKEHOI0 BiANOBiAa LHICTIO "OnTiMa-Dapwm,
JITJL", inenr. xon: 21642228

(naiimenypauns Ta kog 32 CIIPIIOY 10puanuHoi ocobu a6o Npi3BHUIC. iM's, 110 6aTLKOBI
pizranol ocobu - mianpuemis, if Micue npoXkuBanns Ta peecrpatiiinuit Homep o6nikoRof
KapTKu MIaTHHKA OAATKIB a0 cepist Ta Homep nacnopra)

HNporokon sisyansroro konrposmo six 28.02.2025 Ne 519/01.10-25/29.

3a pesynbTaTaMM JIepkaBHOTO KOHTPOIIO BCTAHOBJIEHO, 1O JiKapchkuit 3aci6 BBesewo B Vkpainy 3

AOTPHMAHHHAM BUMOT 3aKOHOJABCTBA OO 3a6€3MEUEHHS SKOCT] NiKapChKUX 3aco6iB.

Hauansuk B / Y Mucona XOJIOJIEHKO

(nocanosa ocoba opr_aHy JCPXKABHOFO KOHTPOJHO) (mianmuc) (initianu ra npissuuie)

ML




KPKA, a. a., Hoso mecto

CEPTU®IKAT AKOCTI YNPABJIIHHA AKICTIO
Umap'ewka yecra 6
8501 Hoeo mecTo
CnoseHis

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

Kog Ne: 7H1611

BANbCAKOP®, TabneTku, BKpUTI NNiBKOBO 0605110HKO, No 160 Mr Ne 28

KpaiHa-BupoOGHUK: CnoBeHis

1 TabneTka, BKpUTa NNiBKOBOK 060NOHKON, MicTUTL 160 Mr BancapTaHy

nikapcbka chopma: TabneTku, BKpUTI NNiBKOBOK 06ONOHKO

po3Mip i TN nakyBaHHs: no 14 TabneTok y 6nicrepi, no 2 Gnicrepu y KapToHHiA Kopobui

Homep cepii: DE6382

[aTa BupobHuuTRa;: 06.2024 IﬂaTa 3akiH4eHHa TepMiHy npugaTHocTi: 06.2029

PeecTpaliiHe nocsiaveHHs Ne:
UA - UA/6227/01/03

HasBga i afjpeca BupobHuKa, BignosifansHoro 3a Bunyck cepil: | JliueHsis Ha Bupo6HULTBO Ne:
KPKA n.a., Hoso mecTo 800-13/2018-6

Wmap’ewka uecra 6

Hoeo MecTo, 8501, CnoBeHisa

Poamip cepii: 3.621 LT

Uum nigTeepaxyto, WO BullleHaBedeHa iHgopMaLlis € [oCToBipHOW Ta ToyHow. [laHa cepia npoaykuii 6yna supobneHa
(BKNOYao4M NakyBaHHa/MapKyBaHHs) | NpoilLNa KOHTPOMb AKOCTI Ha BULLEBKa3aHilt AinbHULI B MOBHIM BignoBiaHoCTI i3
Bumoramu GMP, BCTAHOBNEHVMU MICLIEBUM pErynsiTOpHUM OpraHoM, a TakoX Y BignoeigHocTi #o cneuudikauii
peecTpauiiHol [JoKkymeHTauii, 3aTeepaxeHoi B YkpaiHi Ons  gocnigxkysaHoro nikapcbkoro 3acofy. [poTokonu
BUPOBHULTBA, NakyBaHHS | KOHTPONA AKOCTI NepesipeHi | signosiaaTs BUMoram GMP.

Cepis BunyeHa y BignosigHocTi i3 airovoto Bepcieto MKA UA/6227/01/03,

Hara sunycky Ha puHOK; Ocoba, BignosigantHa 3a sunyck 13 Ha puHok
ycKy

04.12.2024 CimoHa Ickpa

L)

Lanun ceptudikat SKoCTi Mae enexkTpoHHUIA nignuc. Hata apyky ceptucbikaty: 12.02.2025
CepTudikaT cTBOpPeHO aBToMaTUYHO Banif4oBaHO0 KOMN'IOTERPHO NporpamMorn SAP. Cropitka: 1/2

G- an NIHEL Eif {702.48 %;%L




CEPTUDIKAT AKOCTI

IKRICA

KPKA, a. a., Hoso mecto
YNPABJIHHSA AKICTHO
Wmap'ewka uecta 6
8501 Hoso mecTo
CnoseHis

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

Kon Ne: 7H1611
BAIIbCAKOP®, Tabnerku, BKpUTi NNiBKOBOK oGonoHkoto, no 160 mr Ne 28
KpaiHa-BupobHUK: CnogeHin
1 TabneTka, BKpUTa NNIBKOBOK 060N0OHKOM, MicTUTbL 160 Mr BancapraHy
nikapcbka popma: TabrieTku, BKpUTI NNiBKOBOK 060NOHKOK
po3Mip i TMN nakysaHHsa: no 14 Tabnerok y 6nicrepi, no 2 6nicrepu y KapTOHHI kopobui
Homep cepii: DE6382
Hara supobHuuTea: 06.2024 lﬂ,aTa 3aKiH4eHHA TepMiHy npuaaTHocTi: 06.2029
Haasa noxasHukis Creundikayis PesynbTatv BunpobysaHb MNp.*
Onuc XoBTo-KOpUYHEBI, OBanbHi, ABooNyKNi TabneTku, Bianosigae -
BKPUTI NNIBKOBOID 0GONOHKO, 3 HACIYKOH 3 OAHOIO
6oky
OpHopigHicTe Macu He 6inbwe oaHiel i3 30 mac BUXOAUTL 38 Mexi 85 % - |- *4
nogineHux TabneTox 115 % Big cepeiHbOT MacK i XoHa He BUXOAUTL 3a
Mexi 75 % - 125 % sif cepeaHboi Macu
OpHopigHicTL A030BaHUX MpurimansHe wucno (AV): He Binbwe 15,0 1,6 =
OAUHULb —
pPO3paxyHKOBO-BaroBui
MeToa
PosnagaHHa He 6inbwe 30 xsunuH y Boai npu TemnepaTtypi 37 °C £ [ 1-2 -
1°C
lneHTudikalis BancapTany — | Yac yTpuMyBaHHA Niky BancapTtaHy Ha xpomatorpami | Bianosinae -
BEPX po3uuHy 3paska (SaS) mae BianosigaTu vacy
YyTPUMYBaHHS Niky BancapTaHy Ha xpomaTorpami
pPo34MHY cTaHgapTy (SS)
laeHTudikallis sancaptaHy — | YO - cBiTno, goBxuHa xsuni 254 Hm: MNnsma Ha - *1
TWX XxpomaTtorpami poauuHy 3paska (SaS) mae signosigatu
3a 3Ha4eHHsam Rf Ta poamipom nnsiMi Ha xpomaTorpami
po34UHy cTaHaapTy (SS)
Y& - cBiTNO, A0BXUHA XBUNI 366 HM: Mnama Ha
xpomaTtorpami poauuHy apaska (SaS) mae Bignosigatu
3a 3HaveHHAM Rf, poamipom Ta Kornbopom
thnyopecueHUii nNsMi Ha xpoMaTorpami posduHy
craHaapry (SS)
|aeHTUdiKaLis 3ani3a okcuais | BianosigHo Ao aHaniTUMHOI METOANKIA - “1
laeHTudikauin TuTaHy BignosiaHo A0 aHaniTU4HOT MeToauKY - “1
niokcuay
CynyTHi AoMilkv — ogukuyka | He Ginble 0,2 % <=0,10 -
CynyTHi goMmiWky — cyma He 6inbwe 1,0 % <= 0,10 -
KinbkicHuit BMicT Bancaptady | 95,0 - 105,0 % Big 3a3Ha4eHoi KilbKOCTi 101,8 -
PosunHeHHs BancapTaHy He meHwe 80 % (Q) Bin 3a3HayeHoi KinbkocTi 96 -98 -
npotsarom 30 XBUNKH
Mikpo6ionoriyHa sKicTs — He 6inbwe 1000 KYO B 11 - *2
3aranbHa KinekicTh aepobHux
Mikpoopraniamis (TAMC)
MikpobionioriyHa aKicTe — He Binblue 100 KYO B 1 - 2
3aranbHa KinbkicTb
APPKIKOBUX Ta NNICEHEBUX
rpubis (TYMC)
Mikpo6ionoriyHa aKicTs - BigcytHis 1 - 2
Escherichia coli

Mp.* = MpumiTka

*1 He pytusHuii metod. BunpobyBarHs npoBoauThes 1 pas Ha pik.
*2 sunpobyBaHHA NPOBOAUTLCS BIANOBIAHO Ao nporpamMu (onucaHa B MKH)

[anuit cepTudikaT SKOCTi Mae enekTpPoHHUN NiANKUC.
CepTudikaT cTBOPEeHO aBTOMaTUYHO BanioBaHO KOMN'IOTEPHO nporpamon SAP.

[ata apyky ceptudikary: 12.02.2025
Cropitka: 2/2




JEPIKABHA CIVKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BMCHOBOK
Npo AKICTh BBE3eHOro B YKpaiHy JiKapcbKoro 3acody
28.02.2025 ' Ne 10304/25/26
BAJIbCAKOP®

(naiiMeHyBaHHS JiKAPCLKOTO 3aco0y 3rifHO 3 peccTpaliifiiuM NOCBIAUCHHSIM)
Ta0JIeTKH, BKPUTI ITIBKOBOIO 060.10HK010, 10 160 mr; mo 14 Taéaerox y 6icrepi, mo 2
OJricTepy y KapTOHHI Kopooui

((hopma BunycKy, 103yBaHHs, BIA [AKY BaHls JIKapCLkoro 3acoby)
Howmep peecrpauiithoro nocsinuenns UA/6227/01/03 crpok nii peectpauiiinoro nocsiauenns HEOOMEKEH Uit
Cepis sikapchkoro 3acoby Ne DE9667 KinbkicTs BBE3€HOrO NiKapcbkoro 3acoby 1920

Bupo6Huk KPKA, n.1., HoBo mecto, CrnoBeHis

(natimenyBanHs BUpoBHIKa JIIKapcbkoro 3acoby, Kpaita noxXoKeHHs)

BeeseHo B Ykpainy ChinbHe yKpaiHChK0-eCTOHChKE HiNPUEMCTBO Y (opmi
TOBAPHCTBA 3 00MeKeHOI0 BiimoBigaabsHicTio ""OnriMa-Papm,
JITX", inenr. xon: 21642228

(naiimenyBanns Ta koj 3a €JIPITOY opuanuHoi ocobu abo npizsuiie, iM's, 110 6aThbKOBI
(izuunoi ocobu - nianpuemus, i MicLe IPOKUBAHHSA Ta peccTpalifumil Homep 061iKoBOT
KapTKH NJaTHUKA [104aTKiB abo cepist Ta HOMEp racrnopra)

ITporokon Bisyanbhoro kourpomo sin 28.02.2025 Ne 519/01.10-25/30.

3a pesynbTaTaMu [EPKABHOTO KOHTPOMIO BCTAHOBIICHO, WO Jikapchkuii 3aci6 BBeseHo B VYkpainy 3

AOTPHMAHHAM BUMOT 3aKOHONABCTBA 100 3a6€3MeUeHHSs SKOCTI JTiKapchk /”3aco6iB.

Muxona XOJIOJEHKO

( 110caaoaa,q¢o6a'6'i)iral'iy 1EPHKABHOIO KOHTPONIO) (ninrmc) (idiuiany Ta npissKe)

Havaneuuk

M.IT.




KPKA, a. a., Hoso mecto

CEPTUDIKAT AKOCTI YNPABMIHHS AKICTHO
Wimap'ewka uecta 6
8501 Hoeo mecTo
CnoseHis

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

Kon Ne: 711640

BANIbCAKOP®, TabneTtku, BKpUTi NNiBkoBOH 06orioHKkoto, no 160 mr Ne 28

KpaiHa-BupobHuk: CnogeHisn

1 Tabnerka, BKpuTa NNiBKOBOI 06ONOHKON, MicTUTL 160 Mr BancapTaHy

nikapcbKa ¢popMa: TabneTku, BKPUTI NNiBKOBOI 060SI0HKOO

po3mip | TuN nakysaHHs: no 14 Tabnetok y 6nicrepi, no 2 6nicTepun y kKapToHHIN kopobui

Homep cepii: DE9667

[ara supobHuuTtea: 08.2024 I,El,aTa 3aKiHdeHHs TepMiHy npuaaTtHocTi: 08.2029

PeecTtpauiiite nocaigyeHHsa Ne:
UA -UA/6227/01/03

HasBsa i anpeca supo6HuKa, BignoBigansHoro 3a Bunyck cepii: | JliueHsis Ha BupobHULTBO No:
KPKA a.a., Hoso mecTto 800-13/2018-6

Wmap’ewka yecra 6

Hoso mecTo, 8501, CnoBeHisn

Poawmip cepii: 34.495 WIT

Livm niaTeepaxyto, WO BUlieHaBeneHa iHbopMalia € AOCTOBIpHOW Ta TouHot. [laHa cepis nponykuii 6yna supobnexa
(BKMIOHAIOYM NaKyBaHHsS/MapKyBaHHA) | NpoiLNa KOHTPOMb AKOCTI Ha BULLEBKa3aHin AiNbHWLI B NOBHIW BIAMOBIAHOCTI i3
BUMoramu GMP, BCTaHOBNEHUMU MICLIEBUM PETYMATOPHUM OpraHoM, a TakoxX Y BiAnosiAHocTi fo cneuudikauil
peecTpauiiiHol fokymeHTauil, 3aTBeppxeHoi B YkpaiHi Ans  AocnigxysaHoro nikapckkoro 3acoby. [potokonu
BUPOBHULTBA, NaKyBaHHs | KOHTPONA AKOCTI NepesipeHi i sianosigatTb BuMoram GMP.

Cepis BunylieHa y BignosigHocTi i3 girodoto sepcieto MKA UA/6227/01/03.

[ata Bunycky Ha puHoK: Ocoba, BignoeigansHa 3a sunyck /13 Ha puHOK
03.02.2025 Tes MNasniH

ediaT

Lanuii cepTudikaTt SKocTi Mae eneKTPOHHWUIA nignuc. [ara apyky ceptudikary: 12.02.2025
CepTudhikaT cTBOPEHO aBTOMaTU4HO BanifoBaHo KOMN'loTepHo Nporpamoto SAP, Cropinka: 1/2




CEPTUDIKAT AKOCTI

(74 KRKMN

KPKA, a. a., Hoso MecTo
YNPABJNIHHA AKICTIO
map'elka Liecta 6
8501 Hoso mecto
CnoseHist

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

Ko Ne: 711640

BAIbCAKOP®, TabneTku, BKpUTi NNIBKOBOK 060f10HKOW, no 160 mr Ne 28
kpaiHa-BupobHuk: CnogeHisn
1 TabneTka, BKpUTa NNiBKOBOK 0B0ONOHKOI, MicTUTbL 160 Mr BancapTtaHy
nikapcbka hopMa: TabneTku, BKpUTi NNiBKOBO 060MOHKOK
po3Mip i TMN nakysaHHs: no 14 Tabnerok y 6nicrepi, no 2 6nicrepu y KapToHHiA Kopobui

Howmep cepii: DE9667

Hara supobruurea: 08.2024

|ﬂaTa 3aKiHYeHHsA TepMiHy npuaaTHocTi: 08.2029

Hassa nokasHukis Cneundikauis PeaynbTatu Bunpobysass MNp.”
Onuc YKosTo-KOpU4HEBI, OBaNbLHi, ABOONYK TabneTku, Bianosinae -
BKPUTI NMNiBKOBOIO 0BONOHKOID, 3 HACIMKOK 3 OAHOMO
Hoky
OpnHopigHicTs Macy He Ginblue oaHiei i3 30 mac BuxoauTh 3a mexi 85 % - | - *1
noginesux tabneTok 115 % Bin cepenHboi Macw i ogHa He BUXOAUTL 3a
Mexi 75 % - 125 % Bia cepeaHboi Macu
OnHopigHicTe 4030BaHUX Mpuimanshe Yucno (AV): He Ginble 15,0 3,0 -
OAUHULb ~
pO3paxyHKOBO-BaroBuWit
MEeTOoA
PosnagaHHs He 6insiue 30 xsunuH y Bogi npu Temnepatypi 37 °C+ | 1-2 -
1°C
laeHTUdIKaLis BancapTany — | Yac yTpuMyBaHHs niky BancapTaHy Ha xpomatorpami | Bianosinae -
BEPX poaduHy 3paska (SaS) mae einnosigaTy Yacy
YTpVYMYBaHHS NiKy BancapTaHy Ha xpomartorpami
po3vuHy cTaHaapty (SS)
laeHTUdiKaUis BancapTaHy — | YO - cgiTno, gosxuHa xBuni 254 HM: Mnsama Ha - 1
TWX xpomartorpami posunHy apaska (SaS) mae sigrnosigatu
3a 3HaueHHsIM Rf Ta poamipom nnsivi Ha xpomatorpami
posuunHy cTaHaapty (SS)
Yo - citno, gosxuHa xsuni 366 HM: Nnama Ha
XpomaTtorpami poauuHy 3paska (SaS) mae Bignosigatu
3a 3HauenHsaM Rf, poamipom Ta konbopom
hnyopecueHuii NNAMi Ha XxpoMaTorpami Po3HuHy
cTanpapty (SS)
lneHTUdikauis 3anisa okeuais | BianoBigHo f0 aHaniTMYHOI METOANKM - *1
laeHTUdiKaLlis TUTaHy BignosigHo Ao aHaniTUYHOT METOLUKN - 1
aiokenay
CynyTHi foMitkv — ofuHuyHa | He Ginswe 0,2 % <=0,10 -
CynyTHi AOMIlLKK — cyMa He Ginbwe 1,0 % <= 0,10 z
KinbkicHui BMicT Bancaptany | 95,0 - 105,0 % Big 3a3Ha4eHOl KibkocTi 101,2 -
PoauvHeHHs BancapTaHy He meHwe 80 % (Q) sia 3a3Ha4eHo] KinbKOCTi 97 -101 -
npoTarom 30 XBUNUH
MikpobionoriyHa siKicTh — He 6inbwe 1000 KYO 8 11 - *2
3aranbHa Kinkkicte aepobHux
MikpoopraHiamis (TAMC)
Mikpo6GionoriyHa akicTk — He Ginbwe 100 KYO e 11 - *2
3aranbHa KinbKicTh
OPDKAXOBUX Ta NICEHEBUX
rpubis (TYMC)
Mikpo6ionoriyHa siKicT - BigcytHie 1T - 2
Escherichia coli

Mp.* = MNpumitka

*1 He pyTuHHWI MeTod. BunpobysaHnHs nposoauTbes 1 pas Ha pik.
*2 sunpobyaaHHa NPOBOAUTLCH BIBNOBIAHO A0 Nporpamu (onucaHa 8 MKA)

Naruii cepTudikaT aKOCTi Mae enekTPOHHWA nianuc.
CepTudikaT CTROPEHO aBTOMaTUYHO BanifoBaHOK KOMN'IOTepHO nporpamoto SAP.

[ata apyky ceptudikaty: 12.02.2025
CropiHka: 2/2
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