(TAKRKA

Paspemenne Ha BRIMycK U BBOJ B IpakaaHCcKHii 06opor
IM-4930439760 /2021 /1

HauveHoBanue J1eKapCTBEHHOr0 MPeNapaTa Ajis MeTHIHHECKOr0 NpHMeHEeHHS:
Hexcamerason - KPKA (Jlexcamerazon) Tabnetky, 4 Mr
(6nuctep) 10 x 1 (mauka kapronHas)
Cepusi: I'ogen no: PhiHOK: KoanyecTBo ynakopok:
J78482 07.2024 RU 5.280 mr.

Ha ocHoBaHuM MH(bOpMaNun NMpexoCTaBIeHHON MHOCTPAHHBIM IIPOU3BOJUTENEM, MOATBEPKIAIOMICH, YTO
CepHs JICKAPCTBCHHOIO IpemapaTta Oblla NPOM3BEJEHA M IIPOBEPEHa B COOTBETCTBHM C JTHIICH3MEH Ha
MPOU3BOICTBO JICKAPCTBEHHBIX CPEICTB, TPeOOBAHHAMY PETHCTPAIIMOHHOTO J0Che, TpeboBaHusmu [Tpasun
HaJyexKalel NpoM3BOACTBEHHON pakTuky (yTBepi/ieHsl [IpakazoM MUHHCTEPCTBA IPOMBIUIIEHHOCTH H
Toproeian P® ot 14 urons 2013 r. Ne916), a Taxke HHBIME TpeGOBAHUIMH, YCTAHOBJICHHEIMH HOPMATHBHEIMH
IpaBOBBIMH akTamu Poccuiickoit Dejiepalliit B CTpaHbl KMIIOPTEDA.

HopmartusHas noxymenrtauus: JII-006755-050221

IHacmopt Ne:  J78482 o1 02.09.2021 .

28.10.2021 X

IIpoxyknus paspemena K BbIIYCKY H BBOIY B
rpaxkIaHCKHH obopoT Tlara nA HET

\\ Ang JILH.

Mommucy /- Y{MS{ H paMHIHA

OT1BeTcTBEHHOE JIMI0




(L4 KRKA

KRKA, d. d., Novo mesto

Kog Ne: 7ES022 YNPABIEHMUE

Mpopyicr: Hekcameta3on - KPKA ([ekcamerason) KAYECTBOM
TaﬁﬂeTKH, 4 mr Smarjeska cesta 6

CepMﬁ: J78482 8501 T‘{OVG mesto

Slovenia

Hara npouasogcrtea; 07.2021 ok ++388 73512 114

Aara ucteuenus Fax: ++386 7 3211 537

CPOKa roflHoCT!: 07.2024

CEPTUDOUKAT

Ynakoska: {6rivcTep) 10 x 1 (nayka KapToHHas) AHANTU3A
XpaHeHve: Mpu Temneparype He Bobitwe 25 °C, B OPUruHansHOM
e.
GHMCTep Hara: 06.09.2021
Crpanuua: 1/3
Tecr Crneuyudukauyun Peaynurarht Mp.*
Onucanve Kpyrnule cnerka goskoswinyknsie Tabnetku Genoro Kpyrnbie cnerka ABosKoBbInyknbie Tabnetky Henoro -

unu noury Benoro usera, ¢ ackoll, ¢ puckoi ka
OfiHOU CTOpaHE.

unu nouTy Benoro usera, ¢ hacko, ¢ puckoi Ha
CAHOW CTOpOHE.

OpHopoaHocTs Aoduposanus | Mokazarens npreMnemocT (AV) - He Bonee 15.0 % 1.5 % -
NoanurrocTs - BAMX Bpemsa yaepxusaHus OCHOBHOTO NUKa Ha Coorsetcrayer -
XPOMETOrpaMMe UCNLITYEMOro pacTeopa (Sas)
JLOIMKHC COOTBETCTBOBATL BPEMEHU YABDKUBAHNS
QUHORHOIO NAKA HA XPOMATOIPAMME CTAHLBRTHOrD
pacTeopa gekcamertasoHa (SS).
PoacTReHHbIE NpUMecH - He Gonee 0,3 % 01% -
Mpvmecs G
Pogcreestsie npumeacy - He Bonee 0,2 % <=0,10 % -
NoBan gpyras eqUHUNHAER
PUMECH
PoacreeHHLie npuMecy - He Bonee 1.0 % 01% -

Cymma npumeced

Konuaecrsaunoe He menee 95,0 % u e Gonee 105,0 % gexcamerasona | 98,2 % 0T 3asBNEHHONO KONUYECTAE -
onpegeneHue O 3afBIIEHHOIO KONMIeCTEa.

PacreopaHue He meree 80 % (Q) gexcameTasona depes 20 mMuH, 96 - 98 % OT 3aRBNEHHOrO KONUYEcTBa -
MukpoBuonoruuackan Ofyee Yueno aspobiHbix MUKDOOPraHnamos - He - *4
yueToTa fonee 10° KOE B 1¢

MukpoBuonornueckas Ofujes UUcno APONOKEBLIX W NNECHEBLIX rpubos - He |- |
sucToTa bonee 10°KOEs 11

MuxpoBiuonoriaseckan Oreyrersue Escherichia colis 11 - "1
qUCTOTA

p.* = Npumeuanue

"1 TecTuponanie He NPOBOAUTCH Ha KaNEOR napTin (NporpaMma MoHUTO,

HACTORIMM rapaHTUpyem, 4Te JaHuan naprus coorsevcrayer scem TpeboBasmsm,

PUKTa NPEAYCMATPUBAET TECTUPOBAHNE KaK MUHUMYM OAHON MADTUN B roa).

Tecr Cneynduxayms Peaynbtaris:

¥nakoeka Mepsuqnan ynakoeka: Mepsuunasn ynakoeka:
Mo 10 Tabnerox 8 Gnuctepe a3 KOMBUHKPOBAHHOIO No 10 TabneTox B 6nucTepe us KOMBUHUPOBAHHOTO
matepuana OMAJ/ANTIBX v thonbrn aNoMUHUeROM. marepuana ONA/ANNBX u donbr anoMuHresci.
Bropuuxan ynakossa: BropuuHas ynakoska:
flo 1,2, 3,5, 6 unu 10 GrvcTepon NOMELLA0T B Mo 1 Bnucrepy noMeweHo 8 nayky KapToHHyio
TE4KY KAPTOHHYIO BMECTE © UHCTPYKUMER no BMECTE C UHCTPYKIIMER MO NPUMEHEHUIO.
APUMEHEHNK),

Mapkuposka Ha nepeuunol ynakoske (Bnuctepe) Ha pycckom Ha nepsuukon ynakoske (Bnucrepa) Ha pycexom
A3LIKE YKA3BIBAOT, ABLIKE YKA3AHO'
TOPFOBOE HAUMEHOBAHUE NEKAPCTBEHHOM TOProBO& HAWMEHOBAHUE [IEKapCTREHHOM
npenapar K H ATEHTOBAHHOE 1o Ti H HOE HenaTeHToRaHHOS

HanHetil cepTudhurar cepuy umeer BNEKTPOHHYIO NOANUCH.
CepTuiuKaT Co3AEH aBTOMATUYECKUA BANUANPOBANHOR KCMNBIOTEPHOW nporpammon SAP.




Koa Ne: 7E9022

[Mpoaykr:
Tabnetku, 4 mr

Cepusi: J78482
flaTta npouseopcrsa; 07.2021

lara ucreverus
CpOKa rofHoCTH; 07.2024

Ynakoeka: (Bnucrep) 10 x 1 {nauka KapToHHasn)

HekcamerasoHn - KPKA (DekcameTtasoH)

(T4 KRKA

KRKA, d. d., Nove mesto

YIMPABNEHWE
KAYECTBOM
Smarjeska cesta 6
8501 Nove mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

CEPTUOUKAT
AHAIU3A

XpaHeHue: Ipu Temnepatype He Buiwe 25 °C, B OpPUrHHaNnbHoOMm
GnucTepe. [flara: 06.09.2021
Crpanuya: 2/3

Teer Cneunchuxauun Pesynkrare:
HAUMEHOBAHYUS, NeKaPCTERHHYIC hopmy, KO3UPOBKY, HAWMEHOBaHME, NekapcTBEHHAR (POpPMa, A03UPoEKa,
TOBAPKLIA 3HAK (Ha NATUHULE) (DUPMBI- TOBEPHbIA 3HaK (Ha NaTuHULe) PupMbi-
NPOM3BOAUTENA, HOMEP CepuK, 4aTy NpOU3BOAUTENS, HOMED CepUY, 4aTa
NPOUIBOACTRA, CPOK FOAHOCTH. NPCU3BOACTBA, CPOK FOAHOCTH,
Ha BTopuukon ynakoske (nauke KapToHHOU) Ha Ha sTopuyoi ynakoske (nauke KapTOHHOR) Ha
PYCCKOM S3blKe YKashiBaKT, PYCCKOM fA3bIKE YHa3aHO:
TOPrOBOE HAUMEHOBAHUE NEKAPCTBEHHOrO TOProBOE HAUMEHOBAHUE NEKAPCTBEHHOMO
Npenapara, MeXgyHapoAHCe HENaTeHToBaHHOE Npenaparta, MeXAYHapOAHO. HENATeHTOBAHHGE
HAMMEHOBARKE, NeKapCTBEHHYIO hopmy, A03upoBKy, HauMeHoBaHKe, nekapcTeeHHas (bopma, AO3UpoBKa,
HONWYECTBO TAalNeToN 8 ynakoske, HaisaHue KONUYECTBO TaBNeToK B YNAaKoBKe, Ha3BaHUE
AeRCTBYOLIEro BEWeCTEa U ero Konuwdecreo g 1 AeUCTBYIOUIEro BaleCT A U ero KonuiecTeo B 1
rabnetke, «Bonomoratenbhble BELYECTEA: NaKTO3hI Tabnetke, «<BenemoratensHele BELLSCTRA. NAKTO3b!
MOHOTMALAT 1 ADYIYE. YKA3aHHbIE B MHETPYKLUY MOHOTWADAT ¥ APYTUE, YKA3aHHbIE B WHCTDYKL i
N0 NpameteHuion, cnoceb npuMexenus: «[ins 10 NRAMEHEeHWIO», cnocol npumeneHus: «/lna
RpUeMa BHYTDLY, YCNOBUA OTYCKE, yenosus NDUEME BHYTPb», YCNIOBUA OTAYCKE, YCNOBUS
XPEHEHUA, PEAYNPEANTENLHYIO HAANMCH: «XPaHUTL XPAHEHUA, NPEAYNPEANTENLHAR HAANUCH: «XpanuTe
B HSAGCTYNHOM ANA AeTeil MecTe», TOBapHkIH B HEAOCTYNHOM NS feTeil MecTe», ToBapHbIi
3HaK (Ha NarrHuLe), HassaHke K aapec ¢upmbi- 3HAK (Ha naTuHBLE), HazeaHue U aapec hupmbi-
POMSBOAUTENH, HOMEP Cepiu, AaTy NPOUIBOAUTENS!, HOMED Cepuu, gata
NPOUIBOACTBA, CPOK FOSHOCTH, PErUCTPALMOHHBIA APOU3BOACTEA, CPOK FCAHOCTH, PETUCTPAUMOHKSIA
HOMED, LWTPUX-KOA, NPOUIBOACTBEHHLIA KOA HOMED, LUTPUX-KOA, NPONIBOACTBEHHLIA KOE
YNEKOBOMHOIO Marepuana, HasgaHue u afpec YNaKosOYHOro Marepuana, HassaHue u appec
NPEANDUATURA. OCYLIECTBNSIOWIErO SINYCKAIOWME NPEANPUATUA, OCYIECTBNRIOWErE BbinyCKA0LLUl
KOHTPONbL ka4ecTBa, HasBaHue u agpec KOHTPONb KavecTea, HasBaHWe u agpec
NPEANPUATUSA, OCYILBCTBNRIOWETO pacthacorky u NPEANPUATUN, OCYLECTBNSRIOWEero paceacosky v
YNAKOBKY, KOHTPONBHbIA (UAEHTUDMKALUOHHBIR) YNakoBky.
aHak (KM3) ¢ nonubiM unu yacTuuHBIM Ha nauky kapronHyo HaHecen KOHTPOMLMEL
AyBnuposannen VHbOPMaLuY, CogepMaLencs s nem (wzeﬂrnc;mxaquormuﬁ) 3HaK (KMN3).
B BULE UUTABMOTO NEYATHOMD TEKCTA C LENbIo
MOHUTORUHTE ABUIKEHUA NEKAPCTREHHOO npenapara
OF NPOWIB0ANTEN A0 KOHEMHOO NoTpetuTens,

Cpok rogHocTi 3 ropa. 3roaa

COOTBETCTBUN € TDEBOBAHUAMY PErUCTPALUOHHOTD A0Che, Tpedosanuamy Mpasun Ha

ANExalLed NPOAIBOACTBEHHON NPAKTIAKA (yTBEPKAEH

Npukazom Munucrepersa NPOMBILLINEHHOCTY U TOProBnu PM o 14 wions 2013 1 Ne§16), a rak e TpeGopannamu DeaepansHoro sakoHa «OF
OBpALLEHUY NEKAPCTEEHHBIX CPEACTEY OT 12 anpensa 2010 1. N 61-03 u unsimy TpeGoBaHuAMK, YCTaHOBNEHHBIMM HOPMaTUBHO-NPABOBLIMY aKTAMK

CTPaHbl-UMAOPTA.

Kavecrso npogykra COOTBETCTRYET HODMATUBHOM 4 OKYMEHTaLMM;
NN-006755-050221

Hannbi ceprudhukar cepun wveer BNEKTPOHHYIO fOfNMCK,

Ceprudburar cosgan asTomaTyecxui BANUAUPOBAHHOR KOMNBIOTEPHOH nporpamMmoit SAP,




Kona Na: 7ES022

MpoaykT: HekcameTason - KPKA (AexkcameTazon)
Tabnetku, 4 mr

Cepus: J78482

[ara npoussoacrea; 07.2021
[ata veteueHus

CPOKa roAHOCTY: 07.2024

Ynakoska: {6nuctep) 10 x 1 (nayxa KapToHHasn)

XpaHeHue; lpu Temnepatype He Bbiwe 25 °C, B OpPUTMHANLHOM
Gnucrepe.

Hacrpoawum nogTeepxaaio, uro BEILUBYKA3AHHAR CEpuA PAaIPeLUBHa K peanuaauuy,
Hara BeiNycKa Ha PLIHOK:
02.09.2021

({4 KRKA

KRKA, d. d., Novo mesto

YNPABNEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

CEPTU®UKAT
AHANN3A

Lara: 06.09.2021
Crpanuya: 3/3

YMPABNEHUE KAYECTBOM
DaMUNUA U AONKHOCTL (3BEHVE) nuua,
BbIAABLIETO padpelueHue Ha BiNyck cepui

(TR e
na}gﬁ%}\e‘ e nuuo

Iisc vama dravil, o.d,,

V0 magtn

Hawubik cepruchuxar CepUM UMEET INEKTPOHHYID NOANKUCS,
Cepruchukar coanaH asToMaTUYe CKuit BaNUAUPOBAHHOW KOMNLIOTEPHOM NPOrpaMMoii SAP.




