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Pazpewmenue ua BBINYCK H BBOJ B Ip
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AKAAHCKHH 06opoT
21

Haumenopauue
3yasbekc® (P

J]eﬁaHL‘TBeHHOFD npenapara aus MEJHUHHCKOIQ IIDHMEeHeHH s

abernpazon) tabieTky KHIIEYHOPaCTBOPHMEIE, MOKPbITHIE TIEHOYHOH 060104k, 20 Mr-
(Gretep) 14 x 1 (mauka KapToHHas )

Ioxen no: Poinok:
07.2023 J RU

Cepus:
NL0925

Koamngectso ynakosox:
5.976 .

PaKTHKH (YTBepikIeHs! [Tpux
Toprosiu PO or 14 urons 2013 r., Ne916),
IIpaBOBBIMH aKkTamu Poccuitckoii Denepa

azoM Munncrepe
a TAKOKe HHBIMH TPeBOBAHUAME, YCTAHOR
LM U CTPaHKI UMIIOpTepa.

TBa NPOMBIULTEHHOCTH H
JICHHBIMH HOPMAaTHBHBIMH

Hopmaruguas AOKyMeHTauus: JITI-000944-291220

Iacoopr Ne:  NL0925 ot 20.09.2021 r.

01.10.2021 J
Iponykuus paspemena k BBINYCKY H BBOIY B

TpakIaHCcKuii oGopor Tlata A HET
OtBercTBennoe o i Awa LH.

Ionnucey

Hmst n Qummiinn




Kog Ne: TE3861

MpogyxT: 3ynebekc® (PaGenpason) ra6nerku
KMEUE‘]HOD?CTBOpMMbIg, NOKPbLITLIE
NeHoYHon obonoykoi, 20 Mr

Cepus: NL0925

Hara npoussogerea: 07.2021

Hara uctevenus

CPOKa rogHoCTH: 07.2023

(T4 KRKA

KRKA, d. d., Novo mesto

YMNPABJIEHUE
KAYECTBOM
Smarjeska cesta §
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 1114
Fax: ++386 7 3211 537

CEPTUDUKAT
AHAJIN3A

Ynakosxa: (6nucrep) 14 x 1 (nauka KapToHHan)
XpaHeHue: Mpu remnepatype He Bbilwe 25 °C, B opuruHanbHom
paH p patyp B op Hara: 21.09.2021
6nucrepe.
Crpanuya: 1/3
Tecr Crieyndpukayun Pesynurare Tp.*
Onucanue Kpyrneie, geoskossinykanie TabneTku, nokpLiThie Kpyrnsle, ABOsKOBLINYKNbIE TabneTky, NOKpbITEIE -
NNeHoYHoOR obonoukoi HOpuiHeBaTe-XenToro usera. NNeHOYHOR aBonaukoi ROpUUHeBaTO-WenToro ypera,
OgHopoHoCTE Ao3uposanust | NokazaTtens npuemnemoct (AV) - ve Gonee 150%. 128% -
NoanurnocTs - BIMX Bpems yaepxusanus OCHOBHOIO Nuka Ha CooTsercrayer -
XOOMATOrPEMME UCNBITVEMOTD pacteopa (Sas)

| AOMKHO COOTBETCTBORATS BpeMen YASPXRUBaHAS

| OCHOBHOMO Nuka Ha XpoMatorpamme CTAHAAPTHOrO

1= pacreopa (88),

PoacTeeHHbIe npusec - He Bonee 0,5 % 02% -
Mpumecs cynuthona
Poacreesnsie npumecy - He Gonee 0,2 % <= 010 % -
Hpyras eaunuunas npumecs
Poacreenssie npumec - He Bonee 1,8 % 2% -
Cymma npumecei
Konuuecraerinoe He meree 950 % u ne Gonee 105,0 % paBenpasona 100,1 % or 3amsnenHoro Konuwdecrea -
onpesenenue HATPUA OT IARBAEHHOO KOAUYECTBA,

Sranon He Sonee 4.9 % 0.7 % -

Pacreopenue - Kucriornas
cragus

Konuuecreo pabenpasona Harpus, OCTaBLISBCA B
TabneTke vepes 120 MUH, LOMKHO BbiTh He MeHes 90
% ot aansnenHoro KONU4ecTsa.

98 - 101 % or 3asanexHoro Konuuecrea -

Pacreopenue - Byghepran
cragus

He MeHee 75 % (Q) pabenpa3sona Hatpus or
SAABNEHHOIO KONUYEsTES Hepea 45 mun e GytbepHoi
®ase nocne 120 mun HaXOMABHUA B KUCHOI thase.

97 -102 % ot 3aABNEHHOTO KONUYeCTaa -

MukpoSuonormeckas OBLee yueno aspobueix MUKDOORraHUaMos - He <10KOEs1r *1
4uCTOTA Sonee 10°KOE s 1 r |

MukpoGuonormieckas Ofwee yueno gposokessix u NNecHeBbix rpubos - ve | < 10 KOEBs1r *4
YucroTa Gonee 10 KOE s 1r

MukpoBuonoruyeckas Oveyrersue Escherichia coli g ir Otoyrerayers 1 r |
HUcTroTa

Mp.* = Npumeuanne

*1 TecTuposanue He NPOBOAUTER Ha kawg ol napTun (npory

HQCTORBAHM rapantupyes, uro Ad@HHan naprus CGCYTE@TC?%Y{!T BCeEM TpeboBarusm.

PamMa MOHUTODIHIa NpesycMaTpusaeT TECTUPOBAHUE Kak MUHUMYM O HOi naprum 8 rog).

Tecr Cneundmrauun ! Peaynkrars: ]
Ynakosxa Mo 14 w15 rabnetor Gnucrepe ua Mo 14 rabnerok s Bnucrepe us koMBUHUpOBaKHHOrD
ROMBUHUPIBAKHOTO MaTepuana ONMA/ANTIBX u Marepuana ONA/ANTIBX u BOnbr anoMUHIEBOI,
honLru anoMUHREB O, Me 1 Gnucrepy smecre C UHCTPYKUMER no
flo1, 2unm 4 Gnucrepa smecre ¢ WHCTpYRUMeR ARUMEHEHUIC NOMELLeHO B Na4KY KapTOHHYIO.
10 NPUMEHBHIIO NOMELLa0T B Aa4qKy KapToHHyia
iMapmposxa Ha nepauvHo ynakoske (Gnucrep) Ha PyCCKOoM Ha nepsuunoi ynakoske (Onucrep) Ha pycexom j

Hanusii ceprucburar Cepuy UMEET INeKTpoHHYIo noanuce,
Cepruchuxar COZLEH aBTOMaTI S KM BanuauposanHoi KOMNLIOTEPHOW Nporpammoi SAP.




(L4 KRKA

KRKA, d. d., Novo mesto

Kog Ne: 7E3861 YMPABNEHUE
Mpoayxr: 3ynbbekc® (Pabenpason) ra6nertku KAYECTBOM
KWLieYHOPacTBOPUMbIE, NOKPbITLIe Smarjeska cesta 6
NNeHo4YHon obonoukon, 20 mr 8501 Novo mesto
Cepusi NL0925 Slovenia

Tel: ++386 7 3312 111
Hara npoussogerea: 07.2021 Fax: ++386 7 3211 537

Hlara verevyenns

CPOKa rogHoCTH: 07.2023 gﬁg;‘&g}fKAT

Ynakoska: (6nucrep) 14 x 1 {nauka KapToHHasn)
XpaHeHue: Mpu remneparype He BbIwe 25 °C, B opuruHanLHom [ N——
Gnucrepe, iy
Crpanuya; 2/3
Tecr Creuudmxaius Pesynsrare ]
AILIKE YKAZBIBAOT: A3BIKE YKAZGHO!
TOProsce HauMenoBanwe npenapata ¢ TOProBoe HauMeHoBaHue npenapara ¢
NPEAYIDeAUTENLHOR MEPKUPOBKOH NPEAYAPEAUTENBHON MAPKUPOBKOH @,
MEMAYHADOLHOR HENATEHTOBAHHOS HAUMEHOBEHUE, MENAYHAPOLHOE HenaTeHToBaHHoe HaumeHoBaHue,
hexapcreennyio dopmy, HAO3UPOBKY, TOBAPHLIA 38ak hekapcTsenHas iopma, 403uporka, TOBAPHEIN SHaK
(Ha naTunuye) tbupme-npoussoauTens, HoMep (Ha naTunule) hupmb-npoussoguTens, HOMep
Cepul. A8TY NPOU3BOACTEA, CPOK FORHOCTY, Cepuu, aata NponsBoACTea, cpok roOAHOCTY,
Ha sropuunoil ynakosxe (nayka kapTomnas) Ha Ha BTopusroi ynakosxe (navka kapTomHan) Ha
PYCCKOM 53bike yraswisaioT: PYCCKOM A3bIKe YKa3aHo:
TOPTOBOE HauMeHOBaHUE Npenapata ¢ TOproBoe HauMeHosaKue npenapara ¢
PeAyNPEAUTENbHOR Mapkuposkoi ©, NPEAYNPEAUTENEHOR MAPKUPOBKOH @),
MEKGYHAPOAHOE HeNaTenToBaKHo: HaUMEHOBaHUE, MexuyHapogHoe HenarenTosaHKoe HauMeHoBaHue,
/IEKEPCTREHHYIO (DODMY, 403UPOBKY, KoNUYecTEo NeKapcTBeHtan hopma, soauposxa, KOnuYecTso
TabneTox b ynakoske, HassaHue AeicTayouere TabneTox B ynakoske, Hassanue AedcTayiollero
BELWECTEE ¥ B0 KONUYECTRO B 1 Tabnetke, BELLECTBA U £ro KonnYecTso & 1 TabneTxe,
«BenomerarensHsie seulectsa: MaHHUTON U Apyrue, «BenomoratensHsie sewecrsa: MaHHUTON U fpyrue,
YKAIEHHLIS B UKCTPYKUAU NO NPUMEHEHMIO,», YKE3AHHBIE B UHCTPYKLUY no NPpUMEHEHWIO, »,
YCII0BUA CTTYCKa, YCnoBus xpareHus, YCAOBUA OTNYCKa, YCNOBUA XpakeHus,
NPEAYNPEAMTENLHYIC HAANUCH: «Xpanuth B NReAYNPEAUTEN HAN HAZTNCH: «XpakuTe 8
HEAOCTYNHOM AnA feTeid MecTe.», TOBaPHbLIK aHak HEAQCTYNHOM AnA geTeit MecTe.», TOBAPHbIA 3HaK
{(Ha naTunaue), Hassanme u anapec Prupmel- (Ha naTuHuue), Haseanue u aApec hupMel-
NPOUIBOANTENR, HasBaHwe U agpec hupmel, NPOUIBOAUTENA, HasBaHWe U agpec hupm,
OCYLECTBARICIENR PECHACOBKY/BBINYCKAIOLMH OcyilecTensiowen pacdacosky/srinyckanumi
KOHTRANb kauecTsa, Homep cepu, fary KOHTpONL KauecTaa, HoMep cepuu, aata
APOHIBOACTBA, CPOK FOAHOCTH, perucTpaunontei RPOUSBOACTRA, CPOK FOAHOCTH, PerucTpayMorteii
HOMED, LWTDUX-KOA, NTPOUIBOACTEEHHSI Kon HOMED, WTPUX-KOZ, NPOUIBO/ACTBEHH L KOJL
YHaKosouHoro Marepuana, KOHTROMALHBIA YNakoBoYHOro Marepuana, cnoces npUMeHeHua:
(men‘rnmuxai;mnahlﬁ) 3nak (KN3) ¢ nonkeiM uny «fns npuema BHYTPb, ».
HECTUYHBIM AYEnuposaniem wHGopMayun, Ha nauxy KBPTOHHYIO HAHECEH KOHTPOMbHbLI
COAEPHALILACH B HEM B BUge uuTaemoro nevarHoro (m;eﬂ'md}wcauunnuuﬁ) 3Hak (Ki13),
TOKGTE € LENbio MOKUTOPUHIE ABUNESHUS
NICKAPCTBEHHOIO npenapara or npousBOAUTENS KO
KOHENHOro noTpebuTens.
Ha navuke sapronHon ACNONHUTENLHO YKAaHIBAIOT:
enocob npumenenun «lins npuema BHYTPb ».
[Cpox rOAHOCTH 2rona. 2 roja.

Hacrosumsm ygocrosepaio, uro fpuBeaentas Beile uHdiopMadus NOANMHHAA W TouHas. Cepus fiekapcraeHHoro npenapara Geina npousseaeHa s
COOTRETCTBUYA C TpeboBaHuAMY PErUCTPALIMOHHOMO focke, TpeBoraHUAMM Ipasun Hagnexawed NPCU3BOACTBEHHOM NpaKTuKy (yTBepxaes
Npukasom Munucrepcrea NPOMBILUNEHHOCTI U ToproBnu Pd ot 14 MioHs 2013 r. Ne916), a Tak we Tpebosanuamy GeaepansHore sakona «O6
obpatyenuu nexapcrBerHLIX cpesaTey ot 12 anpens 2010 r. N 81-03 u unsimu TPEGOBAHUAMY, YCTAHORNE HHbIMY HOPMATUBHO-NPABOBLIMY SKTAME
C’T{}ﬁﬁbi%ﬂtﬂor}'ﬁi,

Kauecteo npogykra COOTBETCTBYE™ HOPMATUBHOH AOKyMeRTaLuu:
1N-000844-291220

Hantsil coprudhukar CepUM umesr QNEKTROHHYIO NOATUCH.
Ceprucbukar cosgan ABTOMATUNSCKUA BANKANPOBAHHOM KOMMBICTERHOR NporpamMoi SAP,




(T4 KRKN

KRKA, d. d., Novo mesto

Ko Ne: 7E3361 YNPABNEHUE
MpoaykT: 3ynsbekc® (Pabenpason) Tabnerku KAYECTBOM
Kule4YHOpacTBOpUMbIe, MOKPbIThIe Smarjeska cesta 6
nneHoYHoun o6onoykon, 20 mr 8501 Novo mesto
Cepus: NL0925 Slovenia

Tel: ++386 7 3312 111

Harta npoussofcrea: 07.2021 Fax: ++386 7 3211 537

Hara ucteuenus

CpOKa rogHOCTH: 07.2023 CEPTUDUKAT
Ynakoska: (6nucrep) 14 x 1 (nayka KapToHHas) AHAIIU3A
XpaHeHue: Mpu Temnepartype He Bbiwe 25 °C, B OpUruHanbHom

Hara: 21.09.2021

Gnucrepe. Crpanunua; 3/3
HacTposwum nogTeepwaaio, uto BbilugyKasaHHas cepus paapelleHa k peanuaayuum. YMPABNEHUE KAYECTBOM
[ara srinycka Ha peiHoK: Damunus U AOrKHOCTs (3Banwe) nuua,
20.09.2021 BLIZaBLUEro Pa3peLUeHie Ha BbinyCcK cepuu
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HaxHeld cepTucbukar CEPUN UMEET 3NeKTPOHHYIO NOANUCE,
Ceprudukar cozgan ABTOMATUYHECKUIA BanuAMpOBaHHON KOMNBIOTEPHOR Nporpammoil SAP.




