7

AEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
PO SIKICTH BBE3€HOro B YKpainy JiKapcbKoro 3acoby

15.08.2024 Ne 41864/24/26

®JEGABEH® 1000

(naliMeHyBaHHs NiKapcLKOro 3acoy 3rilHo 3 peecTpauifiHuM nocsiyensm)
Tabaerku, o 1000 mr no 10 Tadaerok y Guicrepi; mo 3 Gaicrepu y kapronmiii Kopooii

(thopma BHRycCKy, 7103y BAHHS, BH NAKYBAHHS TiKapCLKOro 3aco6y)
Homep peecrpauiiinoro nocsinuenns UA/16995/01/02 crpok aii peectpauiiinoro nocsinuenns HEOOMEKEHHI
Cepis nikapcokoro 3acoby Ne DD8013 KinekicTs BBe3eHOrO Nikapcbkoro 3acoby 8§64

Bupoduuk KPKA, 1.1., HoBo mecto, CrioBenis
(natimenysanus BUpoOHKKa Nikapebkoro 3acoly, kpaiHa noxouKkeHHs)

Beeseno B Vipainy Cuisibie ykpaiHCbK0-€CTOHChKE HANPHEMCTBO y opmi
TOBAPHCTBA 3 00MeReHO010 BiAnoBiaabHicTIO "OnTiMa-®apm,
JITH", inenr. xon: 21642228

(HafiMenysanns Ta ko 3a €JIPTIOY opuan4Hoi ocobu abo npizsuue, imM's, no GaTbkosi
(hisnuroi ocobu - nianpuemus, it Micie npokHBaNKSA Ta peecTpauiiinuii Homep 06aiKoBOT
KapTKH MIarHika nojarkis abo cepis Ta Homep nacnopra)

potokoa BisyansHoroe koutpomo sin 15.08.2024 Ne 2724/31.

3a pesyibTaTaMu J€pKaBHOTO KOHTPOMIO BCTAHOBJIEHO, WO Jikapchkuii 3aci6 BBeseHo B Ykpainy 3

Muxkosna XOJIOJIEHKO

(nianuc) (ininianu Ta npissuiie)
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(T4 IKRKN

KPKA, o. ., Hoso mecto

YNPABIIHHA AKICTHO
CEPTUDIKAT AKOCTI hapatin oo 6

8501 Hoso mecto

CnoeeHin

Ten.: +386 7 3312 111

En, nowra: info@krka.hiz

Ko No: 7G5463

$GNIEBABEH® 1000, TabreTku no 1000 mr Ne 30

KpaiHa-BupoGHuk: CnoeeHin

1 Tabnetka micturs 1000 Mr mikpoHizoraHoro AlocMiny

nikapcoka thopMa: TabrerTku

po3Mip i TN nakyesaHHsA: no 10 TaGnertok y 6nicrepi; no 3 6nicTepy y KapToHHIA Kopooui

Homep cepii: DD8013

Harta BupoBHuurea: 01.2024 |ﬂaTa 3akiHYeHHA TepMiHy NpuaartHocti; 01.2027

PeecTtpauyiiHe nocsigueHHs Ne;
UA - UA/16995/01/02

HaaBa i anpeca BUpoGHUKa, BiANORIGaNbLHOTO 3a BUNyck cepil: | MiyeHsis Ha BupobHMLTBO Ne:
KPKA a.a., HoBo mecTo 800-13/2018-6

lHmap’eika uecta 6

Hoso mecTo, 8501, Cnoeenis

Poamip cepii: 11.048 LUT

LM ninTeepaxyio, wo suuleHaBegeHa iHpopmauis € AOCTORIPHOK Ta TOMHOID. fana cepia npoaykuii Gyna supoBnena
(BKITHOYAOUM MEKYBAHHA/MAPKYBAHHRA) | NPOMLLINA KOHTPCNL SKOCTI HA BULLEBKA3aHil AiNbHUUI B NOBHIKA BiANOBIOHOCTI i3
BumMoramn GMP, BCTaHORNEHWMM MICLEBMM DETYRAATODHUM QPraHOM, a TakoX y signomigHocTi o cneuudikavii
peecTpaliiinoi  aokymeHTalil, saTBepaxeHol B Ykpaidi Ans  AochimKyBaHoro nixapcekoro sacoby. MpoTokonu
BUPOBHUUTRA, MaxyBaHHA | KOHTPONA AKOCTI NepesipeHi i BiANOBIAATE BYMoram GMP.

Cepif BUNYyLeHa y BignosigHocTi i3 girodoio eepcieto MKHA UAM6995/01/02,

Hata BUNYCcKy Ha pUHOK: Qcoba, BiANoBiAantHa 3a Bunyck I3 Ha pUHOK
21.03.2024 Hina Kipap
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HNanuil ceprndbikaT AKOCTI MaE enNeKkTPOHHWE Ninuc. Lata gpyky ceprudikarty: 01.08.2024
CepTidhikaT CTROPEHO aBTOMATUMHG BANIQOBAHOK KOMIMIOTERHOM NporpaMor SAP. Cropinxa: 1/2




CEPTU®DIKAT AKOCTI

(T4 KRKN

KPKA, g. a., Hoso mecto
YNPABRNIHHA AKICTIO
Wmap'ewka uecta 6

8501 Hoeo megTo
CnoseHist

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

Kopa Ne: 7G5463
GINEBABEH® 1000, Tabnetku no 1000 mr Ne 30
KpaiHa-BUpOGHUK: CnoBeHin
1 TabneTka MicTuTe 1000 Mr mikponizoBaHoro giocMiHy
nikapceka thopma: TabneTku
po3mip i Tun nakyeaHHA: no 10 Taénetok y 6nicTepi; no 3 6nicrepu y KapToHHI kopobui
Homep cepii: DD8013
Harta supoBHuuTea: 01.2024 |J],aTa 3akiHYeHHA TepMiHy npugaTtHocTi: 01.2027
HasBa nokasHukis Creuudikalin PesyneTtarun sunpobypaHs np.*
Onue Bia Bnifdo-zeneHysaToro afo CipyBaTO-MGBTOMO A0 Bignoeinae -

6nino-seneHysaToro abo cipysaro-kopU4KeBoro

KONbOPY MapmMyposi, 3narka ABOONYKS, OBaNsHI

TabneTku
PosnagaHHs He Ginblue 15 xBunviH y Bogi npu 37 °C + 2 °C 34 -
laeHTUdDikauis aiocminy - Yac yTpumyBanHs niky AiOCMiHY Ha XpomMaTorpami Bignoeinag -
BEPX pozvuHy spaska (SaS) Mae sinnosigaty yacy

YTOUMYBaHHA NiKy 4IOCMiHY Ha XpOMaTorpami posuuHy

cTaHaapTy (SS)
lnenTudikalis giocminy — OcHOBHa NNAMa HA XPOMATCIPaMi PO3UWHY 3paska Bionoeinae -
TCX (SaS) mae signosigaTtit NpUBNKUIHO 3HaYeHHIO RS |

RPUEIUAHO PO3MIPY OCHOBHOT NMNSMY HA XpoMaTorpami

PO3YUHY cTanaapTy (SS)
OaHopigHicTe 4030BaHMX MpuAmansHe Yucno (AV): de Ginbwe 15,0 % 6,8 -
OAYHHUUE — OAHOPIAHICTE MacK
CynyTHi gomiwkk — fomiwska A | He binslue 0,5 % == 0,10 -
CynyTHi Jomiikn — fomilwka B | He Binswe 4,0 % 0.4 -
CynyTHi AOMILKW — ZOMilIKaE He Ginswe 3,0 % 1,1 -
CynyTHi AoOMiWKK — gomiwka E | He Binswe 3,0 % 1,1 -
CynyTHI AoMILLKK — Aomiluka F | He Ginswe 2,0 % 0,8 -
CynyTHI AOMIILKK — AOMilKa He 6inbwe 0,6 % 0,1 -
CynyTHi gomiwky — He 6inbwe 0.4 % 02 -
HecneuudikoRaH! AOMILKY
CynyTHI AoMilLKM — cyma He Ginsbwe 8,5 % 3.8 -
KinbkicHWA BMICT QiocmiHy 90 - 105 % sig 3asHavUeHs] KiNkkooT! 23 .
MixpoBionoriuHa akicTs — He Binewe 1000 KYO B 1T - ¥
3aranbHa KiNekicTe aepobHKx
Mikpooprariamie (TAMC)
MikpaSionoerivHa akicTe — He Ginswe 100 KYO e 11 - *1
3araneHa KinLKIicTb
APiXAKOBUX Ta NNICEHSBUX
rpubis (TYMC)
MikpoGionoriuxa siicTe — BincytHig 11 - “1
Escherichia coli

Mp.* = MNpumMiTka

*1 BuUNpoByBadHA NPo2OAKTLCA BIANGEIAHO AC Mporpami {omicana B MKSA)

HaHui cepTudikaT AKOCTI MAE ENeKTROHHWA ManUc.
CepTudikaT cTBopeHo aBTOMATIYHO BAMILOBAHOIO KOMIT I0TEPHOIO NPOMPaMors SAP.

Hata apyky ceptuchikaty: 01.08.2024
CropiHka; 2/2




AEPKABHA CHIYXBA 3 JIIKAPCBKHUX 3ACOEBIB
TA KOHTPOJHO 3A HAPKOTHKAMM y m. KUEBI

npos. Hauii Ceitiinunot, 3, 02099, rei. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog CJIPTIOY 37079055

BUCHOBOK

NPO AKICTL BREICHOe B Y KPATHY JIKAaPECHLKOTO 3200y

19.09.2025 | No 47227/25/26

DIEBABEH® 1000

(HaiiMeNyBaIs JHKapesKoro 3ac00y U0 3 peecTpattiiinum nocsitueHnsM)
rabaerin, 1o 1000 mr ao 16 Tadaerox y duticrepi; no 3 Guicrepn y kapromHii copobiii

(popma BriTyCKy, JOBYBAMHSL, BIA NAKYBAIHS JIKAPCHKOTO 3ac06y)

Homep pecerpauiiinoro nocsinucins UA/16995/01/02 crpok it peecrpauiiinoro nocsinuenis HEOOMEKCHHUI

Cepis nikapebkoro 3acoby Ne DEGYOE KinpKicts neescHora sikapebikoro sacoby 2:16

Bupobuuk KPKA, n.n.. Hoso mMecro,, Citosenis

(nadimenynanus BpoOHHKa JHKAPCLKOTO 3aC00y. Kpaiia HoxeKeHs)

Bueseno s Vipainy CuiisHe yKpaiHehKo-eCToHeh e i pueMeTso Y Gopmi
TOBAPHCTBA 3 oOmemenoro simonigaarnicrio "Onriva-Papm,
JITA", inent. won: 21642228 '

{naiimeuysans Ta ko 3a CAPIIOY wopuinuiod ocobu ado npissniic. iM's, no GarLkosi
(rizunoi ocobu - mianpuesigst, il MICHE HPOKHBAHIS Ta peccrpaitiinmii nosep ofiixonoi
KAPTKK TIATHH KD NOASTKIB 00 Cepist Ta HOMEps riaciiopra)

fpororos sizyaasuore wonrpomno sig 19.69.2025 Ne 3387/01.10-25/27.

3a  pesylibrartami

A0TPHMMaHY

KOHTPOJIO  BCTAHOBACHO, 140 ;Jir\'ap.c'l;knﬁ 3acid  poesewo B Yipaluy 3

HOaRCTBA UWOA0 3abe3neucH x'r:(';c';i/yi.(apcw.u:\' 3acoBin,
,,,,,, 4
7y

Mukosia XOJ [OJIEHKO

(ininiany ra npissminge)




CEPTUDIKAT AKOCTI

KRKMN

KPKA, a. 4., Hoso mecTo
YNPABMHHA AKICTHO
IUmap'ewuka uecra 6
8501 Hoso mecTo
CnoseHis

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

Kog Ne: 7G5463

KpaiHa-BMPOOHMK: CnoBeHifa

nikapcbKa chopma: TabneTku

®NEBABEH® 1000, Tabnetku no 1000 mr Ne 30
1 Ta6neTka micTUTL 1000 Mr MiKpOHi30BaHOTO DioCMiHY

po3Mip i TMN NakyBaHHA: NO 10 Ta6netok y 6nictepi; no 3 6nicrepu y KapTOHHIN kopoodui

Howmep cepii: DE0108

[ata BupobrHuuTea: 04.2024

|,ElaTa 3aKiHYEHHS TEpMiHY npuaatHocri: 04.2027

PeecTpaljiiiHe nocBiA4eHH: No:
UA - UA/16995/01/02

KPKA a.g., HoBo MecTo
Limap’ewka uecta 6
HoBo mecTo, 8501, CnoeeHis

Haasa i agpeca BUpoSHUKE, BignosifanbHOro 3a BunycK cepii: |JliueHsia Ha BUPoBHULTEO Ne:

800-13/2018-6

Poamip cepii: 15.322 LUT

Lium nigTeepaXyo, LWo BUlLLiEHaBeAEHa iHChopMaLlis € AOCTOBIPHOIO Ta TOUHOIO. [laHa cepis npoaykuji 6yna supobnexa
(BrNtOHAIOUN naKyBaHHﬂ/MapKyBaHHﬂ) i npoWiLna KoHTponb AKOCTI Ha BULLiEBKa3aHiit AinbHuUi B nOBHill BiANOBIAHOCTI i3

sumoramu GMP, BCTaHOBNEHUMW micuesunm
peecTpauifiHol LOKyMeHTaUil, 3aTBEPAXKEHOT

PErynsiTOpHAM OPraHoM, @ TakoX y BignosigHoCTi A0 cneuudikadyii
B YkpaiHi ANA AOCHIAXYyBaHOTO nikapcekoro  3acoBy. [poTokonu

BMpPoBHUUTBE, NaKyBaHHA i KOHTPONA AKOCTI nepesipeHi i BifMoBiAAIOTE BUMOraM GMP.

Cepis BunywieHa y BignoBigHOCTI i3 Ailouoio Bepcieto MKA UA/16995/01/02.

[laTa BUNYCKY Ha PUHOK:
30.05.2024

OcoBa, BignosiaanbHa 3a sunyck 113 Ha pUHOK
Tans [pHoBLUEK

)
(ol
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A1 CF 20 gL

Nanwii cepTudpikar AKOCTI MaE enexTPOHHUA NANKC.

[lata apyky ceptudikary: 03.09.2025

CepTudikar CTBOpeHo 2BTOMATAYHO BaRiA0BaHOI0 KOMITIOTEPHOIO nporpamoto SAP. Cropinka: 1/2




CEPTU®DIKAT AKOCTI

KPKA, 4. 4., Hoso mecto
YNPABJIHHA SKICTIO
lilmap'ewka yecra 6
8501 Hoso mecro
Cnosenis

Ten.: +386 7 3312 111

Kog Ne: 7G5463

En. nowra: info@krka.biz

PNEBABEH® 1000, Tabnerku no 1000 mr Ne 30
KpaiHa-Bupo6HuK: Cnosetin
1 TabneTka MictuTs 1000 mr MikpoHizoBaHoro giocMiny
nikapcbka hopma: Tabnerku

03Mip i TMN nakyBaxHa: no 10 TabneTok y 6nicre

pi; no 3 6nicrepu y kaprouHii Kopooui

Homep cepii: DE0108

fara supobHuyTea: 04.2024

I,Elara 32KIHYEHHS TEPMiHY NPUAATHOCTI: 04.2027

Hassa nokasHukis

Cneuudikauis

PesynbTat Bunpobysats

Mp.*

Onuc Big 6nigo-3enenysaroro abo CipyBaTO-X0BTOro 40 Bianosigae -
6Gnigo-3enenysaroro abo CipyBaTO-KOPUUHEBOrO
KOMeopy MapMyposi, 3nerka Asoonykni, oBanbHi
Tabnerku
PosnagaHus He Ginbwe 15 xsunuH y Bogi npu 37°C +2°C 5-5 -
laeHTUikaLin giocminy - Yac yrpumysanHs niky Aaiocmiky Ha xpomarorpami Bianosiaae -
BEPX PoauunHy 3paska (SaS) mae signosigatin yacy
YTPUMyBaHHS! niky AiocMiHy Ha xpomaTorpami PO3UnHy
cranaapry (SS)
laeHTudikavin AiocMiny — OcHoBHa nnsima Ha Xpomarorpami po3uuHy spaska Bianosigae -
TCX (SaS) mae sianosigaty npubnuaHo 3HaueHHio RS i
NpuBnU3HO Po3Mipy OCHOBHOI NASIMU Ha Xpomarorpami
PO3yuHy cTaHaapty (SS)
OnHopigHictb f0308aHNX Mpuiimansue yucno (AV): He Ginbwe 15,0 % 8,0 -
OAWHYLb — OQHOPIAHICTE MacK
CynyTHi aomituikut — gomika A | He Ginbue 0.5% <=0,10 -
CynyTHi AomiLuku — gomiLuka B | He GinbLe 4.0 % 04 -
CynyTHi soMilku — gomilka | He Ginbwe 3.0% 11 -
o]
CynyTHi gomiluku — gomiluka E | He GinbLue 3,0 % 1.1 -
| CynyTHi somitukv — aomituka F | He Ginblue 20% 0,8 -
CynyTHi AoMilukM — foMituka | He Ginblue 0,6 % 02 -
D
CynyThi AoMiLKy — He 6Ginbiwe 0,4 % 0,2 -
HecneymndikosaHi 4oMitku
CynyTHi AoMitwkn — cyma He Ginble 8,5 % 4,0 -
KinbkicHui Bmict giocminy 90 - 105 % Big 3a3HaueHoi KinbkocTi 93 2

MikpoGionoriuta skicTb —
3aranbHa KinekicT aepoGHIX
MikpoopraHiamis (TAMC)

He 6inbwe 1000 KYO s 11

MikpoBionoriuHa sikicrs —
3aranbHa KinbkicTb
APIKAXOBUX Ta NAICEHEBUX
rpubis (TYMC)

He Ginble 100 KYO 8 1 ¢

MikpoGionoriuna sikicts —
Escherichia coli

BiacytHi B 11

*1

Mp.* = Mpumitka

*1 BunpoBysaHts NpoBoANTLCS BIANOBIAHO A0 Nporpamu (onucaKa B MK#)

Lanwii ceprucikar skocti mae ENEKTPOHHUA nignuc.
CepTudikar creopeHo asTomaTuyHO BaNiA0BAHOI0 KOMM'IOTEPHOIO nporpamoto SAP.

Hata ppyky ceptucikary: 03.09.2025
CropiHka: 2/2
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