e e

(24 KRKA

KRKA, d. d. Nove mesto

MNp.~

Kon Ne: 7089242 YMPABINEHUE
Mpoaykr: Hekcameragzon - KPKA (Hekcamerazon) KAYECTBOM
Tabnerku, 0.5 mr Smarjeska cests 6
Cepun: J77966 8501 Novo mesto
. Slovenia
Hara npoussogerea: 03.2021 Tel: ++386 7 3312 111
Hara ucrevenus Fax: ++386 7 3211 537
CPOKa rogHocTy: 03.2024
Ynakoska: {Bnucrep) 10 x 1 (nauka KapToHHas) CEPTM(D”KAT
Xpanenue: Mpu TeMneparype He Bhiwe 25 °C, B OPUIMHANLHOM A AHM3A
Snucrepe,
Hara: 08.10.2021
Crpanuya: 1/3
Tecr N ECne_qmbnxaum mmmmmmmmmmmmmmmm T Pesynbra'y%m T
Onucanue | Koyrnwe nnockue TabneTin Genoro unu novuty Genoro Kpyrnbie nnockue Tatnetkv Genora uny nouty Benoro

YseTs, ¢ hackon.

u4sera, ¢ chackon.

LQgrm;m,qrmcrb Aosupenanus | Mokasarens BRUEMAEMOCTH (AV) - He Bonee 150 %__138% -
MognuunocTs - BIKX Bpewma yaepxusanun QCHOBHOIO ruka Ha ComeTcmye'r -
xpomarorpamme UCNBITYeMOro pacreopa (5a8)
| AQTIKHO COOTBETCTBORATY BpeMaHY YAEPKUBAHUR
GCHOBHOrO nuka Ha xpomarorpamme cranpapTHora
f RACTEOP AekcameTadona (SS). .
Pogcraensue npUMEcH - He Sonee 0,3 % <=0.10 % -
Ipumecs RRt 1,06 L . -
. Pogcraentue npumeac - He Gonee 0,3 % <=0,10% -
i Mpusmecs RRt 1,10 ) |
PopcTaeHHsIe npsmecy - He Bonee 0.3 % <=0,10 % - Wf
Npumecs RRt 1.7
Popcreennse NRUMECH - He Bonee 0,3 % 0.1% -
MNpumecs G - o
PojcTeennme npuMecy - Ha Gonee 0,2 % 01% -
hoBas apyras euHmunag
| npumecs e ~
Poacreentsie npumecy - He Sonee 2.0 % 01% -

Cymuma npumecett

Konnvecreennos He Metes 95,0 % u we Gonee 05,0 % nencamerasona | 98 2 % OT 38ABNEHHOTO KONMYecTRa %
onpegenenue [ OF J8RRNEHHOMO KONUYecTsa, ]
[Pacraopenﬁe | He menee 80 % Q) ACKCEMETHEI0HA Yepes 15 mun, 94 -99 % or SARBNEHHOrO konuuecraa -
i MuxpoBuonoruueckas Ofiues yucno A3pOGHLIX MUKPOOPraHusmon - He - *4 3
| yncToTE o tBONEE 10°KOE B 1 ¢ _ ]
MukpoGuonoruueckas Ofiee uncno apcsckessix nnecHeswix rpubos - ve |- “4
Huerora Gonee 10°KOE g 1r o
MukpoSuonoruveckas Orcyreraue Escherichia colip 1 r - *1
| 4ucTora J

Mp.* = lNpumevarye

"1 Tecruposakne e nposogures na KeKAOR napTuu (mporpamma MOHUTOPUHFE npeAycmarpusaer TECTUDOBAHUE KAK MUHUMYM 0Ot napTuu B roa ).
Hacroswum rapaurupyem, uro ABHHEA NapTus cooTeeTCTRYET BCEM Tpebosanusm

! Tecr . Cretudurkayun Peaynbrars ~
Yrnakorka flo 10 raéneTok o Brivcrepe ua KoMBunuposanHoro Mo 10 rabnertok g Gnucrepe us KomBunnuposankore
Marepuana ONA/ANIBX u donsru BoMUHKEBON. MaTepuana ONA/ANTIBX 4 honkbru anoMuHuescn.
i Mo 1.2 356 Junm 10 Brucrepos nomewaior Mo 1 6nucrepy NOMELeHo B navky KapToHHy
] B NEYKY KAPTOHHYIO BMecTe ¢ UHCTPYRUUER no BMECTE C UHCTPYKUMEH No npuMeHeHI,
L NPUMEHEHMO. .

HarHsii copTuchusar cepum wmees SNEKTPOHKYIO NOANUCH.

Cepruchukar cozpan ABTOMATUMECKUN BANUIUDOBaHHOHR KOMABIDTERHOI itpa

rpammoi SAP



Kopa Ne: 708242

Mpogykr: Hekcamerazon - KPKA (ﬂekcame"rasoﬂ)
Tabnerku, 0.5 Mr

Cepus J77966

Hara NpoussoacTea: 03.2021

Hara ucrevenus

CRoKa rogHocTu: 03.2024

Ynakoska: {(Briucrep) 10 x 1 (nayka KapToHHas)

XpaHeHue: Mpu TeMneparype He Buiwe 25°C, OpUruHansHom
Bnucrepe.

T b N |

[ Ynakoska «in-buylky-:

Mapruposka

MENAYHARO,

Tabnerok g

PUMEHRHK

e

| YNaKosouHo

npegnpusitis, Scyllecrenaomero pacacosky
YRakosxy, 4assanne y AAPEC NpeanpusTUn,
oCyuecTansuere BEINYCKRIOWHMIA KoHTRoNK
HANECTBE, KOHTPOMbHBI (Maemucﬁ:ux&uucwmﬁ)

{ SHak (KM3c nommsim Wi HaCT UM HBLIM

| AyBnuponanusen i‘!ﬁCprMEiL;MH, COABpXaUIEHCA B Hem
B BULE YUTAeMOro nevarHoro TEKCTA € Uelbio
MOHUTOPUHIA ABIKe s ekapcTeerHorg npenapara
OT npoussoAuTens go KOHeqHoro noTpeGurens

«in-bulks: «
YRR3R0
wudp npen
) npenapara,

HAUMEHOBaHME, nexkapcTsenHyio hopuy, Aoaupeary,
YOAaKOBKY 1 KonidecTeo YNEKOBOK, Homep cepun,
AdTY npoussoscTea, cpox FOAHOCTH, Yonosus

| XPEHEHUA, Manun NAYNOHHBbIe 3HAKY, ToBa Hbif
..... e ———— W"”W""L‘MWM%MMM

Cr 800 ac 2400 Bnucrepos noMetiaior
TRAHCICRTHLI Kopoh (Brucrepe MOryT BeiTh
ALROnHuTeNLH YaKosanL B KAPTOHHLIE KOpOBiu).
Ha nepsuunon ynakoske (Gni‘iCTepe} Ha pyccrom
ASBIKE YRA3BIRAIOT

TOProBoe HauMmenosanpe Npenapara,
MexayHaposHoe HERATEHTORAHHOE HauMeHonaHue,
ieRapcTsenHyo topmy, AO3UPOBKY. TOBAPHBIN IHaK
{Ha naraxuaue} dawpmm»—npowaaoa UTEeNA, Hamep
cepuu, gary NPOU3BOACTEA, Cpok TOAHOCTY,

Ha sTopuunos ynakocaxe {nauke KEPTOHHOW) Ha
PYCCKOM fA3LiKe yrasmpaior:

TOProBoe HauMeHorauue fipenapara,

NIBKEPCTERHHYO thopmy, AO3UPOBRY, KonuuecTso

BelacTEa u ero Konuyecrso g 1 Tabnerxe,
«Bcnsmcramam—ema BELeCTBA: naurosk MOHOMWApar
H Apyrue, ykasanHbie g MHCTPYKUME o

BHYTDL. 2, yonoBus OTfycka, yenoeus XPaHeHus,
PeAynpeIKTEnsHylo HaAmuek: «Xpanurs g

! HEADCTYNHOM An8 feTel MECTE.», TOBAPHLIA aHak
(Ha NaTuHULe), Hassanue u aApec Pupmei-

poussofuTens, HOMEeD cepup, Aary

npoussoscTea, cpok rogHoCTH, PeruCTpaymonsm

ROMED, LiTpux-kog, MPOMIBOACTBEH MBI Koa

AHOE HEHB?EMTGBE*W%OE HauMEHOBﬂHWS,

yiaKoage, HasBanue ,fzeﬁcmymmero

.%, Cnocod pUMeHerua: «/lns npuema

o MaTepuana, BassaHue u aapec

@ STUKBTKE H2 PYCCKOM Rabike

apara, roprosoe Habmerosanue
MedxyHapoaHoe HEnaredrosanHnog

Hannsii CEPTUDMKAT Cepiun umeeT SNEKTDOHKRYIO NOZNMEH.

CepTuchukar CO3AaH aaTOMaTUY B

W BANUAUPOBAHHOR ROMALIOTEPHOR nporpammoit SAP

Ha nepauunon ynakoske (Bnucrepe) na pycckom
A3biKe ykazano:

TOPrOBOE HaUMEHORAHIe npenapara,
MexayHapogroe HENATeHTORaHHOE HaumeHosakpe,

PYCCKOM si3bike yraaawo:
Toprosoe HauMeHOBaHue npenapara,
MEXAYHapnaHoe HenarenTosakHoe HanmeHosawue,
NnekaperaenHas thopma, AOIMPOBKA, KonuyecTao
Taénetok g ynakoske, Hazeanue AehcTBYIOWErD
Beljeecrsa u ero Konu4ecreo g 1 Tabnerke,
«Bcnomurarensuue BellecTsa: nakroas: MoHoruapar
HAPYTHe, yKkasaHHue g MHCTDYKUUN o
NPUMEHEHUK. », chocos Npitmerenus: «fns npuema

(29 KRKA

KRKA, d. d.. Novo mests

YNPABNEHUE
KAYECTBOM
Smarjeska cesty 6
8501 Novo mestq
Slovenia

Tel: +42386 7 3312111
Fax: ++386 7 3211 537

CEPTUDUKAT
AHANU3A

HAara: 08.10.2024
Crpanuya: 213

npoussofuTens. HOMep cepuu, gara
npoussoacTsa, cpok TOAHACTH, PerucTpayuoHH.

ocywecransiowero BBINYCKAOWUE KoHTpon,
Kauecrsa,

Ha nayky KAPTOHHYI Hanecen KOHTRONB ML
(Mgeumcbmxauuowhtﬁ} 3Hak (KI3).




KRKA, d. d., Novo mesto

Kog Ne: 7D8242 YNPABINEHUE
Mpoayxr: HekcameTazon - KPKA (ﬂexcameramn) KAYECTBOM
Taa.l'IETKM, 0.5 mr Smarjeska cesta 6
Cepus: J77966 gf::je::“" mesta
fara npousscacrea: 03.2021 Tel: ++386 7 3312 114
Mara ucrevenus Fax: ++386 7 3211 537
CPOKa roAHOCTH: 03.2024
Ynakoska: (6nucTep) 10 x 1 (nayka kaprounas) gﬁﬁ;ﬁ%’EMT
XpaHeHue: Mpu Temneparype He Bbiwe 25 °C, g OpUTrUHaNbLHOM
6nucrepe.
Aara: 08.10.2021
CrpaHuya; 3/3
Teer Cneuumuuagun PesynuraTh T

3HaK (Ha naTuHUue), HassaHKe M aapec gupmer-
NPoVIsoAUTENA, HA3BaHUE U agpec NpeaAnpusTUA,
OCYUeCTBNAKWEro pacthacosky, wrpux-koa,
NPOUIBOACTEEHHBIA KOA YNakoBOUHOrO Mmarepuana,
2-D kog.

Cpox roaHocTu J roaa. 3roga.

CTpaHbl-UMnopTa.

Kauecrso npogykra COQTBETCTBYET HOPMATUBHON AOKYMEHTaLMK:
M N012237/01-0511 19, Mam. Ne1 {(-091020)

Hacrposwum NOATBEPHAAID, UTO BhILLEYKA3AHHAS Cepus paspeusena k peanuaauuu, YOPABNEHUE KAYECTEBOM
[laTa esinycka Ha PBIHOK: DPAMUNUA U [OMKHOCTS (aBanue) nuya,
20.05.2021 BbIASBLUIEro paspellerue Ha BbIflyCK Cepumn
3sa Moxed
YnogromoueHoe nuuo
i §.§ CRiCH

Hannbilt ceptuchuxar CEPUM UMEET BNeKTPOHHYID noanuce.
Ceprudbukar coagan ABTOMATUNECKMA BANUAKVPOBEHHOM KOMNEIOTEPHOR Nparpammodn SAP.




(TAKRKA

Pazpemenne na Boinyck u BBOJ B rpasmuanckuii obopoT
IM-4930670311 /2021

HaunmenoBanne jiekapcTrennoro npenapara s MeIHIHHCKOT0 NpHMeEHEHHUS :
Hexcamerazon - KPKA (Jlexcamerasor) Tabnerku, 0.5 mr
(6mcrep) 10 x 1 (mauxa kapToHHas)
Cepus: Foaen no: Peinok: Ko.iH4yecTBO ymakoBok:
J77966 03.2024 RU 49.440 mr.

Ha ocHoBannu undopmaimu npesocTaBneHHON HHOCTPAHHBIM IIPOM3BOJUTENEM, MOATBEPHIAIOMEH, YTO
Cepui JICKApCTBEHHOIO nperapara Oblia MPOW3BENCHA H [POBEPEHA B COOTBETCTBHH ¢ JIMICH3HEH Ha
TPOU3BOJCTEO JICKAPCTBEHHBIX CPENCTB, TPEOOBAHUSMHU PETHCTPALMOHHOTO J0Cke, TpeboBanusvu [Ipasun
Ha/yIexallel NPOH3BOACTBEHHOM MPaKTHKY (YTBepxaeHs! [Iprukazom MunncTepeTBa IPOMBINLIEHHOCTH H
TOproid P® ot 14 urons 2013 r. Ne916), a Takke HELMH TpeCOBaHUAMMU, YCTAHOBTEHHBIMH HOPMATHBHEIME
IIpaBOBBIMH aKTaMu Poccuiickoit Menepalny i cTpansl HMIIOpTEpa.

Hopmartusnas noxymenranus: II N012237/01-051119, Wsm. Nel (-091020)

Iacmopr Ne:  J77966 or 20.05.2021 r.

18.10.2021 X

IIpoayxkuus paspenrena K BLIMYCKY H BBOIY B
rpaskIaHCcKuit obopor

JlaTa JA HET

i Q ,\'/;;;-' ¥ ) :'4"“ e —"

IToamnuce

OTBeTCTBEHHOE JIMIO




