(T4 KRKA

KRKA, d. d., Novo mesto

Kop Ne: 7D9746 YMNPABNEHUE
MpoaykT: 3anacta® (OnaHsanux) Tabnetku, 5 Mr KAYECTBOM
CepHﬂ: DA2929 Smarjeska cesta
Aata npoussopctea: 07.2021 gf:VL:ZVO meste
[ata ucteyeHus Tel: ++386 7 3312 111
CpoKa rogHoCTU: 07.2026 Fax: ++386 7 3211 537

Ynakoska: (6nucTep) 7 x 4 (nauka kapToHHasn) c
XpaHeHue: Mpu TemnepaType He Bbiwe 25 °C, B OpUruHansHOM AEIK}:I%%K!KAT
GnucTepe.
[ara: 31.08,2021
CrpaHuya: 1/3
Tect Cneundukaums Pe3ynkTark! Np.*
OnucaHue Kpyrnbie cnerka ABOSKOBLINYKNbIE TaBNeTKU Kpyrnble crnerka JBoAKOBLINYkNkle TabneTku -
CBRTNO-XENTOro UBeTa ¢ rpaBMpoBKei 5. [lonyCKalTea | CBETNO-XENTOro UBETAa C rpasupoBkoid 5. [onyckawTes
BKPANNEHUA XENTOrO LBeTa. BKDANNEHUA XENTOro Leera.
MoanuHHocTs - YO-BU3 McnsiTyembiid pacTBOp U CTaHAEPTHLIN pacTeop CooTteeTcTRyeT -
cnexkTpothoTOMETPUs AOMKHEI UMETL MEKCUMYM NOIMOLLUEHWS MPU ANUHE
BOMHLI (258 £ 2) HM.
OAaHopoaHOCTL A03MPOBAHWA | [TokasaTens NpumneMocTy (AV) He Gonee 15,0 %. 29 % -
PoacTeeHHble npyUMecH - He Gonee 0,5 % <=0,10 % .
MNpumecs B
PoacTteeHHble npumecw - He 6onee 0,2 % <=0,10 % -
MNpumecs C
PoacTeeHHbIe npumecw - He Gonee 0,3 % <=0,10 % -
Mpumecs D
PoacTeeHHble npumMeck - He Gonee 0,2 % <=0,10% -
EauHuuHasA
HecreuvduLupyemMas
npuMech
PopcreeHrble npumMecn - He Gonee 1,0 % <=0,10 % -
CyMMa npumMece
KonuyecreeHHoe He mexee 95,0 % v He Gonee 105,0 % oT 101,1 % oT 3asBneHHOra KoNUYecTsa
onpeneneHve 38ABNIEHHOI0 KONWYECcTBa.
PacraopeHue He menee 75 % (Q) oT 3asBNEHHOrO KONWU4ecTea 98 - 101 % oT 3anBneHHoro KonuyecTsa -
yepes 30 MUH.
Mukpobuonoruyeckas Obuee Yucno aapobHuix MUKDOOPraHU3MOB - He - "1
yucrora Gonee 10°KOEB 11
Mukpobuonoru4eckas OBuiee YUCNO APONOKEBLIX U NNEeCHeBkLIX TpUBoB - He |- "1
4YucToTa Gonee 10 KOEB 11
MukpoBuonorudeckan Ortcytcraue Escherichiacoli 81 - ¥
HucToTa

Mp.* = NpumeyaHue

*1 TecTupoBaHUe He NPOBOAUTCS HA KAXA 0N NApTUU (NPOrpamMMa MOHUTOPUHIa NPeAyCMaTPUBAET TECTUPCBAHUE Kak MUHUMYM OAHONM NapTuM B rog).
HacToswum rapaHTupyem, YTo AaHHas NapTus COCTBETCTBYET BCEM TPeBOBaHUAM.

Tect

Cneunduraums

Peaynetartsl

Ynakoska

MepsuyHan ynakoska: no 7 TabneTok B Gnucrepe

13 koMBuHUpoBsaHHoro Matepuana ONA/AN/MBX u
honbru anioOMUHAEB O,

BropuuHas ynakoska: no 4 unu 8 6nucrepos

BMECTE C UHCTPYKLMUER No NpUMEHEHUI0 NoMEeLLalnT B
NayKy KapTOHHYIO.

MepBuyHan ynakoska: no 7 Tabnerok B 6nucrepe
13 KOMBUHUpOBaHHOTO MaTepuana ONAJAN/MBX u
dONbrU aniMUHKEBON.

BTopuuHas ynakoska: no 4 6nucrepa BMecTe ¢
UHCTPYKUWEH No NPUMEHEHWIO NOMELLEHO B Nauky
KapTOHHYH.

[aHHEIR cepTUDUKAT CEPUU UMEET 3MNEKTPOHHYH NOANUCH.

Ceptudukar cossaH asToMaTUYECKUIA BANUAKPOBAHHOM KOMIMBIOTEPHOW NporpaMMait SAP.




(T4 KRKN

KRKA, d. d., Novo mesto

Kog Ne: 7D9746 YNPABINEHUE
MpoaykT: 3anacta® (OnaH3anuH) TabneTku, 5 mMr KAYECTBOM
Cepus: DA2929 Smarjeska cesta 6

Hata npouasogcTea: 07.2021
[aTta ucreyerus

8501 Novo mesto
Slovenia
Tel: ++386 7 3312 1114

CpOoKa rogHoCTu: 07.2026 Fax: ++386 7 3211 537
Ynakoska: (6nuctep) 7 x 4 (nauxka KapTOHHasA)
XpaHeHue: Mpu Temnepartype He Bbiwe 25 °C, B OPUrUHANLHOM REE}-'lMWCgK KAT
Bnucrepe.
fara: 31.08.2021
Ctpanuua: 2/3
Tecr Cneundukaums Pesaynwratel

Ynakoska «in-bulk»: oT 300 go 1500 6nucTepos
NOMELWEIT B TPAHCNOPTHLIA Kopoh.

Mapkuposka Ha nepeuyuHol ynakosxe (Bnuctepe) Ha pPycCKomM
H3bIKE YKa3biBawT:

TCProBoe HaumMeHoBaHWe npenapara c
npeAynpeauTeNbHol Mapkuposkon ®,
MEXAYHapoAHOE HENATEHTOBAHHOE HaUMEHOBAHUE,
NEeKapCTREHHYH0 QOpMY, ACIMPOBKY, TOBAPHBIA IHaK
(Ha natuxuLe) hUpMb-npousBogUTens, HoMeEp
Cepuy, 48Ty NPOUIBOACTEE, CPOK MOAHOCTU.

Ha eTopuuroi (noTpeButensckoit) ynakoske

(MavKe KapTOHHOI) Ha PYCCKOM RablKe YKa3kIB3HT:
TOProBOE HaUMEHOoBaHWe Npenapara ¢
NpeaynpesuTenbHOU MapkipoBKon ®,
MEXDYHEPOAHOE HENAaTEHTOBAHHOE HAUMEHOBAHWE,
NeKapcTseHHY opMy, A03UPOBKY, KONUYECTBO
TabneTok 8 ynaKkoBKe, HasBaHue JedCTBYIOLEro
BEUIECTBA U ero KoNuyecTeo B 1 7abneTke,
«BcnomoraTeneHele BelwecTsa: aneda-naxkroakl
MOHCTWAPAT U APYre, YKa3aHHeIe B UHCTPYKLUMM

No NpumMeHeHun.», cNocol npuMereHun: «[ns
NpuemMa BHYTPL.», YCNOBUA OTNYCKE, YCIIoBus
XpaHeHus, NpesynpeauTensHbie Haanueu: «XpaHuTb
B HeJOCTYNHOM ANs neTei mecTe.», «OkaakiBaeT
BNUAHUE Ha NCUxoduandeckue cnocobHocTu. »,
TOBAPHbLIA 3HaK (Ha NaTUHULE), Ha3BaHWe u aapec
bUPMLI-NPOUIBOAUTENS, HOMep Cepuu, faTy
NpOW3IBOACTEA, CPOK rOAHOCTY, PErUCTRAUMOHHBI
HOMEp, WTPUX-KOA, NPOU3IBOACTBEHHLIA KO
YNaKoBOYHOID MaTepuana, KOHTPOMkHbIA
(MAEHTUDUKBLUOHHLIR) 3Hak (K3} ¢ nonHsiM unu
HacTU4HBIM yBnupoBaHuem uxdopMatuu,
COfEPXaLLelica B HeM B Buje YUTAEMOro NevaTHoro
TEKCTA C UeNbio MOHUTOPUHIA JBUMEHUS
AEeKapCTBEHHOro Npenapara 0T NPou3BeAuTENsA 40
KOHeuHoro noTpe6urtens.

«In-bulk»: Ha aTUKeTKe Ha PyCCKOM A3bIKe
YKa3biBawT:

Wwup Npenapara, Toprosoe HauMeHoBaHue
Npenapara ¢ npeAynpeauTensHol MapkupoBkoi ®,
MEWIYHapOAHOE HEeNAaTEHTOBAHHOE HaUMEeHOoBaHWe,
NEKapCTBEHHYHO (DOPMY, L03UPOBKY, YNaKOBKY U
KOMU4eCTBO YNakoBoK, HOMEp cepuu, RaTy
NPOM3IBOACTEA, CPOK FOAHOCTH, «XPEHUTL Npu
TEMNepaType He Bbiwe 25 °C, B OpuruHansHoi
YNAKOBKE. », MAHUMYNALMOHHBIE IH3KW, TOBAPHLI

Ha nepeuynoid ynakoske (6nucTepe) Ha pycckom
AdbIKe YK3a3aHo:

TCProece HauMeHOBaHUE npenapara ¢
npeaynpesuTensHoW MapkUpoBKoil @,
MeXAYHapoAHOe HenaTeHToBaHHoe HauMeHoBaHue,
nekapcTeeHHas hopMa, 103UPOBKa, TOBAPHBIR 3HAK
(Ha naTUHULE) DUPMLI-NPOUIBOAMTENS, HOMED
cepuu, AaTa NPOU3IBONCTEA, CPOK FOAHOCTH.

Ha BTopuYHON (noTpebuTenscKoi) ynakoske

(Navke KAPTOHHOW) HA PYCCKOM A3biKE YKa3aHo:
ToproBoe HaumeHoBaHWe Npenapata ¢
npeaynpefuTensHoOn Mapkuposkou @,
MEXAYHapoaHOe HENaTEHTOBEHHOE HAUMEHOBaHUe,
nexkapcTeenHan opMa, 403VPOBKa, KONUYeCTBo
TabneToK B ynakoske, Ha3BaHWe LedCTBYIOWEro
BEUIEeCTBa W ero konu4yecTso B 1 TabneTke,
«BcnomoratensHele BEWECTA: ankdia-nakroasl
MOHOrMAPAT U ApYrWe, YKadaHHb!e B MHCTPYKUUA

no NpUMEHeHUIo. », cnocob NpuMeHeHus: «na
npyUema BHYTPb.», YCIOBUA OTAYCKa, yCnoaus
XpaHeHun, NnpeayrnpeauTeNbHbIE HaANUCK: «XDaHUTL
B HEAOCTYNHOM A JeTen mecTe.», «OKkasbiBaeT
BNUAHUE HA NCUXoduUaudeckue cnocoBHOCTA. »,
TOBAPHLIA 3HaK (Ha NaTUHULE), Ha3BaHWe W adpec
PUPMBI-NPOUIBOAUTENRA, HOMED CEPWM, AaTa
NPOUIBUACIBE, UPUK TOAHOCTHA, PEFUCTPALMOHHBIRA
HOMED, LTPUX-KOA, NPOU3BOCTBEHHbIN| Kog
YN3KOBOYHOrc Matepuana.

Ha nauky KapToHHYI0 HAHECEH KOHTPOIbHEINA
(MaeHTUUKALMOHHBIR ) 3HaK (KIA3).

HaHHbiid cepTUCUKAT cepuu UMEeT aNeKTPORHYH NoqNUCs.

CeptuchukaT co3fiaH aBTOMaTUYECKUA BanugMpoBaHHoM KCMNBHTEPHOW NporpamMmon SAP




(L4 KRKM

KRKA, d. d., Novo mesto

Kog Ne: 7D9746 YMNPABNEHWE
MpoaykT: 3anacta® (OnaHsanuH) Tabnetku, 5 mr KAYECTBOM
Cepus: DA2929 Smarjeska cesta 6
8501 Novo mesto
[ara npouseoactesa: 07.2021 Sidvenia
Hara ucrevenus Tel: ++386 7 3312 111
CPOKa rofiHoCTH: 07.2026 Fax: ++386 7 3211 537
Ynakoeka: {GnucTep) 7 x 4 (nauka KapTOHHaR)
XpaHerue: Mpu Temneparype He Buiwe 25 °C, 8 OpUIMHANEHOM EEK}']VJ‘?K'KAT
Gnucrepe.
fata: 18.08.2021
Crpanuua: 3/3
Tect Crneunduxayus Peaynsrares
IHaK (Ha NaTUHUUE), Ha3BAHWE ¥ 81pec HDUPMbL-
NPOWIBOJUTENA, LUTDHX-KOA, NPOU3BOACTREHH’
KOR ynaxoBouHore Marepwana, 2-D xog.
Cpok rogHoCTi 5 ner. 5 ner.

HacToAwMM yA0CTOBEDRAK, YTO NPUBEABHHAR Brilwe MHIDOPMALUR NOANMHHAR U TouHaR. Cepust nekapcraedroro npenaparta Bwina npoussesena 8
COOTBETCTBAN C TPEGOBAHUAMU DEMMCTPAUMOHHOMS A00se, TpeSosanunmu MpaBun Hagnexawen NPOUIBOACTEEHHOR NPAKTHUKK (YTREPKAEHB!
Mpukasom MUHUCTEDCTSA NPOMBILINEHHOCTH 1 Toproanu PO ot 14 wious 2013 1. N2G16), a Tak we Tpefosanuamu DegepansHoro sakoHa <06
06pauieHus NEKARCTBEHNLIX CPBACTER OT 12 anpens 2010 r. N 81-©3 u unbinu TpeGoBanuamu, YCTEHOBNEHHbIMW HOPMaTHBHO-NPaBOBLIMMK AKTIMU

CTpanbi-WMNopTa,

Kauecrao npoaykTa cooTeeTCTBYET HOPMATUBHOM AOKYMEHTaLMM:
NCP-005811/09-310521

Hacrponu.mu NoATBERMA a0, 4Te BhlleyKaldaHHan cepun pa3pewena K peanuiauyun.
[Nata Beinycxa Ha puiHOK:
16.08.2021

YNPABNEHUE KAYECTBOM
DaAMUNUS U JONKHOCTL (IBaKHue) NUUa,
Bbifl3BLIST0 PA3PeLLeHHe Ha BEINYCK cepuu

owed

tovarna zdravil, d.d..
Noyo mesto

=}
=

131
8o

OanHbifl cepTudukaT cepun umeer ANEKTPOHHYIO NOANUCH.
CeprudbukaT coapax asTomarudeckuil BaNnWAMPOBAHHOR KOMNLIOTEPHON NporpaMmMoil SAP




(TaKRKA

Pa3spemenne na BBINYCK # BBOJ B IPaKIAHCKHI 000poT
IM-4930332706 / 2021

HanmeHoBanue JEKAPCTBEHHOT0 Npenapara 418 MeAHIHHCKOr0 HPHMEHeHH s
3anacra® (Onansamnum) TabreTku, 5 Mr
(bmacrep) 7 x 4 (nadka KapToHHAs)

Cepus: Tonen po: Prinok: KoanuecTro ynakosox:
DA2929 07.2026 RU 20.217 mr.

Ha ocnopanuu uudopMarmu IIPETOCTaBICHHOH WHOCTPAHHBIM IIPOU3BOJHTEIEM, NOATBEPKAAIOINEH, 4TO
CCpHs JIEKAPCTBECHHOrO Ipenapara ObUla NPOM3BEEHA W IPOBEPEHA B COOTBETCTBHH C JTHIEH3HEH Ha
TPOH3BO/CTEO JICKAPCTBEHHBIX CPENCTB, TPEGOBAHUSMH PETHCTPAIHORHOTO A0CHE, TPeGOBAHHIM IMTpasun
HaJUIeXaIlel IPOM3BOJCTBEHHOM MPaKTHKY (yTBepkaens! [Ipukazom MuHuCTEpPCTBA IPOMBIIIIEHHOCTH
Topropiu P® ot 14 urons 2013 r. Ne916), a Tawke HHEME TpeGopanmsme, YCTaHOBJICHHBEIMH HOPMATHBHBIMH
TIPaBOBBIMHA akTaMU Poccuiickoit Denepanu 1 cTpaHsI AMIIOpTEDA.

HopmaTusHas qokymenranus: JICP-005811/09-310521

IMacoopr Ne:  DA2929 ot 16.08.2021 .

31.08.2021 X

IIpoayxuus paspemena K BHIMYCKY H BBO B
rpaxkJIaHCKHH o6opoT '

Jara JAA HET

OTBeTcTBEHHOE JTHIIO




