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BUCHOBOK
npo sikicTh BBe3eHOro B YKpainy JiKaperKoro 3aco0y

 emasnane

(HakiMenysaRHA niKapcEKOro 3acoly Iriuo 3 peecTpauitiuM noceinuenHaM)

rabiaercy, BKpHTI NUIIBKOBOIO 000JI0HKO010, o 20 mr no 10 Taénerox y Oaicrepi, no 9
| Gaictepis v xapTouHiii kopoOmi ' S

(popma BHITyCKY, O3y BAHHS, BRI NAKYBAHHA nikapcLkoro 3acody)

Howmep peecrpauiitnoro nocsinuerns UA/ 5302/01/03 crpox aii peechamﬁHGro nocﬁln‘leﬂﬂﬂ ‘HeobMemenuH

Cepin nixapeskoro sacofy Ne DD6862 KinbKicTs paeseHoro mixapeskoro sacoby 1260

(HaliMeHyBatis pupobHUKa JKE YCLKOTO 38c00Y, KpaiHa MOXOMKEHRS)

BseseHo B Ykpainy CniibHe YKpalHChbKO-eCTOHCBbKE miAnNpHEMCTBO y dopmi
TOBAPHCTBA 3 00MEAEHOIO BIANOBIXAILHICTIO "Onrima-®Papm,
. ttime“THKDﬂ: 2164222__8 Ol _- e i _ S | _ ...... :
-~ (naAwcysamun o koA 3a EJIPTIOY 1OPHAWHHOT 0COGH 260 pisawe, in's, 10 BarLkOsl
- disuioi-ocody - nmnpnemm,\mwucnpcxmaammmpcecrpammmﬁHomepoﬁnixono‘i' |
T _--._5l{ap'mcv_:__?ifl’il’a'i".ﬂmca;'Ii,_t,iina‘i_'kib;_a'f_)'_d}i‘béjj’iH:‘fra‘:riqmt’:pi-'ﬁai‘.noma)' e omst @

' MpoToko -ﬁi‘syamﬁ_mro KOHTPOJIO B i 17.04.2024 »12271.

fikapcbknit 3aci6 peeseno B VYikpaimy 3
3acobis.

OCT] AKAPCHKHX

" Isan 3A/IBOPHUX

pal PP P

(ininiany Ta npissuLe)




KPKA, a. 4., HoBO MecCTo
YAPABNIHHA AKICTIO

CEPTU®IKAT AKOCT] ok
8501 Hoso mecTo

CnoBenis
Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Ko Ne: 7F4268

ATopuc®, TabneTkn, BKpUTI NNiBKOBOK 060onoHKoto, no 20 mr Ne 90

KpalHa-BMpobHUK: CnoseHinA

1 TaGnerka, BKpUTa nniBKoBoro 060NOHKOK, MiCTUTL 20 Mr atopBacTaTUHY Y BUrNsAAi aTOPBacTaTUHY KanbLuito
nikapcoka chopma: Tabnertku, BKpUTi NfiBKOBOK 0D00MOHKOO

po3mip i TN nakysaHHs: no 10 TabneTok y 6nictepi; no 9 6nicTepiB y kopooOui

Homep cepii: DD6862
[ata BupobHuyTea: 11.2023 [aTta sakiHyeHHsa Tepmidy npuaatHocTi: 11.2025

PeecTtpauitHe nocsigyerHHa Ne;
UA - UA/5302/01/03

Hasga i agpeca BUpobHMKa, BigNOBIAaNLHOrO 3a BunNyck cepii: | JlineHsis Ha BupodHMLTBO Ne.
KPKA a.a., HoBo mecto 800-13/2018-6

LLimap’ewka uecra 6

Hoso mecto, 8501, CrnoseHiA

Poamip cepii: 22.716 LWUT

v nigTeepoxyto, Wo BULlEHaBeAeHa iHdopmaLis € AOCTOBIPHOW Ta TOuHOW, [daHa cepia npoaykuii 6yna supobneHa
(BKNIOYAKOHYN NaKyBaHHA/MapKyBaHHS) | Npollina KORTPONk AKOCTI Ha BULLEBKasaki AinbHWUI B NOBHIN BIANOBIAHOCTI (3
sumoramu GMP, BcTaHoBNEHMMW MICLEBUM PEryNATOPHUM OpraHom, a TakoxX Yy BIANOBIGHOCTI 40 cneundikaul
peecTpaLiiHol AOKYMEHTAUi, 3aTBepaxeHol B YkpaiHi Ana gocnigkysaxoro nikapcekoro 3acoby. [lpoTokonu
BUPOBHNLTBA, NAaKyBaHHSA | KOHTPONS AKOCTI nepesipeHi i sianosigatote sumoram GMP.

Cepis sunyLleHa y signosiaHocTi i3 gitovoto sepcieto MKA UA/5302/01/03.

[laTa sunyCcKy Ha pUHOK: Ocoba, BianosinansHa 3a sunyck /13 Ha pUHOK
27.02.2024 Hixa Kipap
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[aHwn cepTudikaTt AKOCTI Mae enexKTPoOrRHNN Nianuc. Lata apyky ceprudikary: 28.03.2024
CepTupikar CTBOPEHO aBTOMaTUYHO BaNIA40BAHOK KOMM IOTEPHOK nporpamoo SAP. CropiHka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. 4., HoBO mecTo
YNPABIHHA AKICTIO
llimap'ewka yecrta 6

8501 HoBO MecCTo
CrnoBeHis

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

Kog Ne: 7F4268

ATopuc®, TabneTku, BKpUTI NfiBKOBOO 0060510HKOK0, No 20 mr Ne 90
KpalHa-BupobHKK: CnoseHiA

1 TabneTka, BKpUTa NNiBKOBOK 060MOHKOK, MiCTUTL 20 Mr aTopBacTaTUHY Y BUTNAAI aTOpBacTaTUHY KanbLUito

nikapcbka chopmMa: TabnieTku, BKpUTI NNIBKOBOK OOONOHKOK
po3mip i Tun nakyBaHHs: no 10 Tabnetok y 6GnicTepi; no 9 6nicTepis y kopobdu

Homep cepil; DD6862

OaTta supobHuyrea: 11.2023

[aTa 3akiHueHHs TepMidy npuaaTtHocTi: 11.2025

Hasea noxasHukie Cneundikauis PesynbTatu BUNpobyBaHb Mp.*
Onnc Bini, Kpyrni, TPOX¥ BUNYKI, BKPUTI NNIBKOBOO Bignosigae -
060M0oHKOK TabneTku
OaHOPIAHICTE A0308aHNX MNpuitmansHe 4ncno (AV): He Dinswe 15,0 2,3 §
OAWNHWLb —~ OAHOPIGHICTb
BMICTY aTOpBacTaTuHy
CynyTHi aomilky ~ ATNT He 6inbwe 0.2 % <01 "
CynyTHi AoMillKky —~ ATN2 He 6inbwe 0,2 % <0,1 -
CynyTHi AoMiliku — ATN4 5 He binblue 0,2 % 0,1 =
CynyTHi gomiwkn —ATN12 He Binble 0,2 % < 0,1 ~
CynyTHi gomiwikn -~ ATN13 He Binbwe 0.2 % <0,1 -
CynyTHi AoMmiwku ~ATN14 He binbwe 0,2 % <0,1 -
CynyTHi gomitiku — ATN15 He 6inbwe 0,2 % <0,1 :
CynyTHi foMmilku —ATN16 He Binblue 0,2 % 0,1 -
CynyTHi gomilkn — ATL1 He Binbwe 0,2 % < 0,1 -
CynyTHi AOMIWKN — oauHMuHa | He Binbwe 0.2 % 0,1 -
HeifeHTU(IKoBaHa AoMillKa
CynyTHi AOMILLKW ~ CYMa He 6inbwe 1,0 % 0,2 .
lneHTudikauisa atopsactatuHy | Yac yTpumyBaHHa Miky aropBactatuHy Ha Bianogigae -
-~ BEPX Xpomarorpami po3unny 3paska (SaS) mae signosigaTtv
4acy YyTPMMYBAHHS NiKY aTOpBacTaTUHY Ha
XpomaTorpami po3duHy ctaHgapTy (SS)
laenTudikauist atopsactaTuHy | OCHOBHA NNsiMa Ha XPOMATOrpami PO3UNHY 3paska - *1
-~ TWX (SaS) mae BignosigaTti OCHOBHIA NAAMI Ha
xpomarorpami po3duHy craHaapty (SS)
lAeHTUIKauiA TMTaHy Po3unH Habyeae XoBToro 3abapBneHHs - *1
AIoKCNAY
KinbKiCHWIA BMICT 05,0 - 105,0 % Big 3a3naveHol KinbkKocTi 101.,4 -
aTOpPBaCTaTUHY
FPo3unHenrHa atopeacratuHy | He meHwe 75 % (Q) Big 3asHa4veHol KinbLKoCTI 896 -100 -
npoTarom 30 xeunvH
Mikpobionorivha sKicTb — He 6inbwe 1000 KYOB 11 - *2
3aranbHa KinbKicTe aepobHuX
Mikpoopratiamis (TAMC)
Mikpobionoriusa AaKiCTb — He 6inbwe 100 KYOB 1T - 2
3aransuHa KinbKicTb
OPDKIKOBUX Ta MNiCeHEBUX
rpndis (TYMC)
MikpobionorivyHa sKiCTb - BincyTtHis 1 r *2
Escherichia coli

Flp.* = FpumiTka

*1 He pytunHun metos. BunpobysaHHA npoBoaAUTLCA 1 pas Ha pIk.
*2 BunpobysaHHa NPoBOAUTLCA BIANOBIAHO 40 nporpamuy (onucaHa 8 MKH)

[auun ceptudpikat AKOCTI Mae eneKTPoHHUIA nignnc,
Cep"mcbma'r CTBOPEHO aBTOMATAYHO Baﬂl,ﬂ.OBaHOI{J Komn' IOTEPHOI0 NPOrPamMoio SA
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- -"/ [aTa apyky ceptudgpikarty: 28.03.2024
CropiHka: 2/2
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