KRKR

KRKA, d. d., Novo mesto

Koz Ne: 708242 YMPABJEHUE

MpOAYKT: HekcamerasoH - KPKA (dekcameTtasoH) KAYECTBOM
Tabnerku, 0.5 mr Smarjeska cesta 6

Cepus: J77919 8501 Ngvg mesto

Slovenia

Hara npoussogerea: 03.2021 Tel: ++386 7 5312 114

Aata ucrederins Fax: +$386 7 3211 537

CpoKa rogHocT!: 03.2024

CEPTUDUKAT

Ynakoska: (6nucrtep) 10 x 1 (nayka KapToHHasn) AHATU3A
ApaHerue; Mpu Temnepatype He Bblwe 25 °C, B OPUrMHANbLHOM
GaMcTape. Hara: 24.05.2021
Crpanuya: 1/3
Tecr Crieundurauun Peaynbrarthl fip.*
Onucanue Kpyrnbie nnockue TaBnetkn Genoro unu nouty Genoro | Kpyrneie nnockue Tabnetk Senoro unu novty Genoro | -

yaeta, ¢ diackol.

useTa, ¢ dacko.

OAHOPOAKOCTE AosupoBarus | Flokasatens npueMnemocT (AV) - He fonee 15,0 % 24 % -
MofnmsKocT - BOWX Bpema yiepxueanus 0CHOBHOMO NUKa Ha CooteeTcTRYET N
EPOMATOrpaMME UcnbiTyemoro pacracpa (5as)
AOMKHO COCTBETCTBORBATL BPEMEHU YAEPKUBAHUA
QCHOBHOTO [TMKA HA XPOMATOrDAMME CTAHAAPTHOID
pacrTeopa pexcamerasona (S8).
POACTBEHHBLIE NPUMECH - ne Gonee 0.3 % <=0,10% “
MNpumecs RRt 1,06
POACTEEHHBIE NPUMEBCH - He Gonee 0,3 % <= 0,10 % -
Mpumecs RRt 1,10
POACTBEHHBIE NPUMECH - He Gonee 0,3 % <=0,10 % #
Ipumecs RRt 1,7
PoscTesHHbE npuMecy - He Gonee 0,3 % 0.1% -
Mpumecs G
PoACTBEHNDI® NPUMECH - ne Bonee 0.2 % 01% »
RwGan apyras eguHuvnan
NpUMECH
PoACTBEHHBIE NpUMEcH - ne Bonee 2,0 % 0.1 % -

Cymma npumecel

KormuecTeeHHoe He medes 95,0 % u ne Bonee 105,0 % gexcamerasona | 99,0 % OT 3a9BNEHHOTD KONUYECTES -
onpeaenatue OT 3ASANEHHOIS KONUYeCTaa,

Pacreopenue He medes 80 % (Q) pexcameTasona Yepes 15 muH. 96 - 99 % oT 38RBNEHHOrO KONUUBCTBA -
MukpoBinonoruieckas Qouwee YNeno aapobHsX MUKDOODraHW3MOE ~ HE - 3
YUCTOTE Gonee 10°KOEs 11

MugkpoBuonoruseckas Ofiujee HUCHO APONOKEBLIX U NNECcHEBLIX rpuBos - He |- *1
HUCTOTA Gonee 10°KOE B 1r

MukpoSuonoruyeckas Oreyreraue Escherichiz colig 11 - *4
yueToTa

fip.* = MNpumevanne

"1 TecTuposanue He NPOBOANTCH Ha KAKAOH napTuu (npor

HacTosyum rapanTupyenm, UTo AaHHas napTus COOTBETCTBYST BceM TeBoBaHUAM,

PaMmMa MOHUTOPUHIE NDEAYCMATPUBAET TECTUPOBAHUE KAk MUHUMYM OAHOH NapTuu 8 rog).

Tecr

Creuuchukauun

Pelynbrartkd

Ynakoska

Mo 10 rabneTox B Grincrepe U3 kKoMEUHUPOBAHHOMO
marepuana ONA/ANTIBX v doneru amioMuHuesod.
Mo 1,2, 3.5, 6. 9 unu 10 SnucTepos nomewaiT

8 [IAYKY KERTOHHYIO BMECTE C MHCTPYRUWEH no
NPUMEHEHRIC,

o 10 TabneTtok B 6nUcTEpE Ua KOMBUHUPOBAHHOMD
marepuana ONA/ANTIBX 1 donbri anoMusuesoi.
Mo 1 Bnuctepy NoMeWEHO B NAaYKY KAPTOHHYIO
BMECTE C UHCTRYKUMER MO NPUMEHEHUIO,

Harruit cepTutbukar cepun umeer BNEKTPOHHYIO NOANUCE.
Cepruchukar cosAaH aBTOMAaTHYECKUN SANUAKPOBAHHOR KOMNLIOTEPHON NPorpaMmMoit SAP.



KRKA, d. d.. Novo meste

Kog Ne: 7D9242 YNPABNEHUE
Mponykr: Hexcamerazoy - KPKA (ﬂexcameraaon) KAYECTBOM
Taﬁne'rku, 0.5 Mr Smarjeska cesta g
Cepus: J77918 s Baussmgis
lara fpoussoncrea:  03.2021 T;vff';sﬁ 73312 111
Hara nCTeueHs Fax: ++386 7 3211 537
Cpoka rogmocTy: 03.2024
Yrakoska: {6mscrep} 10 x 1 (nayka KapTounas) Egzjrlﬁ?z, KAT
XpaHeHue: Mpu TeMneparype ne Bblie 25 °C, g OPHIUHANbLHOM
Snucmpe.

Hara: 24.05.2021
C:Tpanwua: 2/3
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Ynaxoska «in-butks:
Or8aoo A0 2400 Bnucrapon nomelyaor g
TREHCNORTHBIA KOpob (ﬁnucmpu MOTrYT BhiTh

- - ACTONHUTENBHO Ynaxosaue g KEPTOHHBIE KopoBie)
Mapxuposya Ha nepsiqnon yhakosge {énwcrepe) Ha pycekom

ABbIKE Yrasuisawny
TOprosoe HauMerosanme Apenapara,
Memyﬂaﬁmghoe HEHST@HTOBQHHQe HaMMGHOBaHL’!E,
NECKADCTRSHHY0 hopuy, Ad3uposky, TOBaPHLIR 3HaK

} (Ha narunuye) ¢wpmu~npomaa,gm-ens, Homep

; Cepuu, nary PousBosCTRa, cpoy FORHOCTY.
Ha BYOpUIMon YnaKoeke (nadke KEDTOHHOR) g

| Pycekom azwike YKasbigajor:

[ Toprogoe HanmMeHoBanue fpenapara,

i

i
Ha NEPBUYHON ynakorke (Gnucrerae) Ha pycckom

A3bIKE YKazano:

Toprosoe HamMeHoBanue npenapara, )
MexayHapoaHoe Henareurosanuoe HauMmeHoBane [
Nekapcraenuan hopma, AO3UpPoBKa, Tosap L 3HaK i
(Ha NatuHue) cbupuw-npwasmwem. HOMep

TOprosoe HauMeHosaHue npenapara,
MEMAYHABOAHOR HEBMNaTenTOBaHHO: HauMeHoBaHNg, MeXMayHaposHoe Henarenrosanmne Haumerosanue,
NekapcTseHHyn dopuy, AO3MPOBRY, Kenuyecrso

i
§ h %
[ rafnerok B ynakcaxe‘ Ha3Banue AGHCTBWOU&&!’G‘

Y Apyrue, ykasannbie B UHCTDY KU no
NpUMeHeHuo, », crnocos PUMeHeHus: «[Ins npuems
BHYTDb.», yenosus OTyCKa, yenorug XpaHeHus,
rfpegynpe.am?enbﬂaﬂ HaAUCE! «Xparurs g
HeAccTynHom gng AeTep MecTe », TOBaPHLIA angy

pousECUTens, HOMED cepun, pary
APOUsSBOLCTEA, cpo FORHOCTY, PeTUCTPaUMOHHLIG
{HOMED, Wirpux-kog, MPOU3BOACTBEHHLH Kop

Npesnpusitug, OCyUeCTBARIOWero pacchacesky u
YNAKOBKY, HaspaHue y agpec npeanpusTug,

Kavyecrea, KOHTROMbHBI (anenrud}ukaumouuwﬁ)
Ha nauxy KAPTOHHY0 Hanecey KOHTDONbHBLI

(M,zzewmcbuxauuommﬁ} 3Hak (KK3).

| OT npousBoauTenR A0 KOHE\Horo nopeburens.
selnsbulky: ya ITURETHE HA PYCEKOM Rabike

} §E YRa3misar:

! [ wchp fpenapara, roprogoe HavmeHoRawe

i npenapara, MEXAYHapogHoe HENATeHTOBaHHO

f HEVMEHOBA KNS, EKAPCTEEHRYIG Bopmy,

!




(TOKRKN

Paspeiuenue Ha BhINyCK U BROJI B rPaskIaHCKMi ob6opor
IM-4929863236 / 2021

HSHMBHOBHHHC JIEKAPCTBEHHOI' 0 npenapara ajist MEAUIMHCKOro NpHMECHCHHUA

Jexcametason - KPKA ([lexcamerason) tabnerku, 0.5 Mr
(6mucrep) 10 x 1 (nauka KapTOHHas)

Cepus: I'ogeH no:

Prinok:

Koangecrso ynakoBok:

J77919 03.2024

RU

77.760 mT.

Ha ocnopanmy muQopmanmu npenocrasiennoi MHOCTPaHHBIM IPOM3BOJAUTENEM, NOATBEPKIAIONIEH, ITO
CCpHs JIEKAapCTBEHHOrO mpenapara ObLTa NMPOM3BEJEHA M TIPOBEPEHA B COOTBETCTBHH C NHIEH3HEH Ha

IIPOH3BOJICTBO JIEKAPCTBEHHEKIX CpenacrTs, TpesoBaHI/lﬂMH

PETHCTPalMOHHOr0 Kocke, TpeboBaHusMU [TpaBun

Ha[yesxKameH IPOU3BOJICTBEHHON NPAKTHKY (YTBEPKACHDI IIprkasom MuHHCTEPCTBA IPOMBIIITEHHOCTH K
ToproBii P® ot 14 mons 2013 r. Ne916), a Taxske HHBIMH TPeOOBaHHAMH, YCTAHOBICHHBIMHE HOPMATHBHEIMH
TIpaBOBLIMH akTamMu Poccutickoi denepaunu u cTpans! HMIIOpTEpA.

HopmaTtuenas noxymenrauus; I1 N012237/01-051119, u3m. Nel (-091020)

IMacmopr Ne:  J77919 or 17.05.2021 r-.

Ilpoxyxuns pazpemena k BBITYCKY M BBOAY B
rpaxaaHckuii oboport

OTtsercreennoe o \°

04.06.2021 X

Jlara JA HET




