(76 KRKM

Koa Ne: 7€9889 VFIPAB/EHNE
MpoayKT: Centonete® toran (beHauaamuH + KAYECTBOM
LleTuanuprauHUA Iopua), Tabaertkm ans Smarjeska cesta 6
paccacbiBaHua [AumoH u mep], 3 Mr+ 1 mr 8501 Novo mesto
NapTus Ne: 192540 Slovenia
[lata npowssoacTea: 01,2020 TAL AvEy SRR
[ara ucreqeHus 01.2022 Foi-FgE T ae 1 B
CPOKa roAHOCTH: CEPTUGUKAT
YnakoBKa: (6avcrep) 8 X 2 (naura KapToHHan} AHAINU3A
XpaHeuue: Npwu Temneparype He Boiwe 25 °C, B

OPUFMHANIBHOR YNaKoBKe.

[ara:04.03.2020
Tecr CneundrKaums PesynbTaThl
Onucanue Kpyrrbie TaBneTkv Co CKOLLEHHLIMM Kpyrnie TaGneTky CO CROLLISHHBIMIA
KPASMIA C LLIBPOXOBATON NOBEPXHOCTEI KDasmMu C LUEPOXOBATOR
OT CBETNO-MENTOrY A0 XENTOro LUBeTa. NOBEPXHOCTLIO OT CRETNO-KETTOMO
Donyckaercs Benwii naner, 40 wenToro usera. [onyckaerca
HEDABHOMEBPHOCTL OKPALLMBAHWA, Ganeii HANeT, HePaBHOMEPHOCTL
HaNWYKUe Ny3bIPLKOB BO3AYXA B OKPALMBAHNR, HANWAIME MySbIPbKOB
KapamensHoli Macce ¥ HeaHaurTeneHanA BO3AYXa B KApaMErsHON Maccs u
... HepoBHOCTb KpEEE, | HeaHauynTENbHEA HEPOBHOCTL KDAEs.
MoanUHHOCTL beHaWAaMUHa - BIXCK | Bpems yaepxuBanua WA BeHannamiuHa | CocTeeTcTayeT
Ha XpoOMaTorpamme UCNLMyeMaro
DACTEOPA A0MDKHO COOTBETCTBOBATL
BPEMEHV YASDKNBAHKA NUKa
BeHangamuHa Ha XpOMaTorpamme
CTaHAapTHOIC PacTBopa. g N SRR
MNMoanuHHecTs LleTunnupranHua - Bpema yaepKiBanna nika CooTsercrayer
BIX LETUINUPWAKHKA Ha XpoMaTorpamme
VICNITYEMOTO PACTBOPA AOMIKHO
COOTBETCTBOBATE BOBMEHN YLEDMUBAHNA
nuKa LeTURMUPUIKHAA Ha
| xpomarorpamme CTaraapTHOTO DACTEOPE. — =
PoacTaeHHbIE NpUMECA BeHauaaMuHa He Gonee 0,5 % 0.2
_rapoxnopua - Fpumack B .
PoacreeHHbie npumecy beHauaamuHa He Gonee 0,2 % <=0,10
ruapoxnopu - Nlobans apyras
SAUHIMHEA NPVUMECH 1 L
PoacTseHHble NpuMec beHanaamuHa He Bonee 2,0 % 0.2
| rugpoxnopug — Cynma npumeceit
PoncreeHHsIe NpumMeci He Sonee 0,5 % <=0,10
LleTunnupuannms xnopug — MioGas
SAVNHUYHES NPUMECH
Popcraghibie Npuvecu He Gonee 2,0 % <=0,10
Letunnupuayvsma Xropua - Cymma
Npumecei y
QOpHOPOAHCCTL A03MpoBAHUA MokaaaTens npuemnamoct (AV) — He 23
E@H3ULAMUHE FTUAROXNOPUA Gonee 15.0%.
OaHOPOAHOCTL A03KMPOBAHUA MNoxasaTtens npuewlemocm (AV) ~“he 2,4
Lerunmapuaunys xnopan | Gonee 15,0 %. e Becmarssndio
KonuyecTserHOe onpenenaHue “He meree 80 % u He Bonee 110% 100
BaHavaaMiHa rapoxnopus BeHauaamnHa rmopoXnopuaa ot
3a8BNSHHOrO KONWIecTsa.
KonuuecTaeHHoe onpeaaneHie He meree 90 % u He Bonea 110% 102
LIeTUNAUpUAVHUA XNOPYA LETUNNMUPUAWHWAA XNopyaa oT
s 33ABNEHHOMO KONUHEcTea,
MukpoBuonerideckan WnucToTa Dﬁmee YUCNO a3pobHbIX
MMKDOOPraHUIMOB — He Bonee 10° KOE 8
1r(mn) “
Ofujes YUCNQ APONOKEBLIX U NIBCHBBkIX |
rpuBos — He Bonee 102 KOE & 1 1 (Mn) il
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Kopn Ne:
MNpoayKT:

NapTusa No

Jarva npoussoacrea:
[Lata ucteqeHus
cpoKa rofgHocTH:

YnawkoBKa:
XpaHeHue:

7C9889
Centonete® rotan {BeHsupamun +

LieTMANMPUAKHUA XNCPKA), rabneriu Ana
paccacbiBakma [AMMOK 1 Meg], 3 mr + 1mr

L92540
01.2020
01.2022

{6aucrep) 8 x 2 (nauKa KapToHHan)
Mpwu Temneparype He Bolwe 25 °C,B

OpWruHanbHoM ynakoBre.

(e KRICA

YNPABNEHWE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto

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

CEPTUDUKAT
AHAJTU3A

[ara:04.03.2020

Cﬁ'é‘uwpnﬂaumﬂ

Orcyteraue Egcherichia colis 11 (mn)

| PesynbTathl |
| .

“1 TecTypOBAHUE HE NPOBOAUTCA Ha K@WA0R NAPTAK {NPOrY
MUHWUMYM O HOR NapTuy B rof). HacToARLMM raparTupyem, uTO A3

ANIMa MOHUTOPMHIE NDEAYCMaTPUBAET TECTUDOBAHUE Kak
HHas NAPTUA COOTBETCTRYET Beem TPEBOBaHUAH.

Peaynbrathi

o 8 Tabnerok B DAMCTERE U3 KOMOUHUPOBAHHOTO
maTtepuana MNBX/nonuatunena/MBAX - donsrit

Mo 1, 2, 3 unwn 4 GnucTepa NOMBLAIOT B NAMKY
KAPTOHHYIO BMECTE C UHCTPYKUMEN No

Mo 8 Tebnerox B GnucTepe U2
koMBUHUPOBaKHOrD MaTepuana
NBX/nonuatuneHa/MBAX —~ (onsry
anioMuHUeB o,

[Mo 2 BnucTepa nomeLaioT B nayuky
KapTOHHYIO BMECTE G WHCTRYKUMEH no
ﬂpﬂM@HS‘HWO.

Tecr Cneumndurauma
Yhaxkoska
aniomyHveson.
NPUMEHEHNO,
" Mapkuposka

Ha nepsuyHoOR ynakoske (GrucTepe) Ha PYCCKOM
Ai3bIKE YKA3LIBAKT:

TOprosoe HauMeHoBaHwe npenapara ¢
npeaynoeauTensHoR mapxuposich @ Ha
KUPUNNLE ¥ HA NIETMHALE, FPYNNMPOBOUHOE
HAUMMEHOBAHWE, NeKApPCTBEHHYK DOPMY,
AO3WPOBKY, TOBAPHEIA 3HAK (Ha NATUHWUE)
(PUPMBI-NPCUIBOAWTENA, HOMED CBPUN, aary
nponasoacTea, CPOoK rogHocTn,

Ha Bropwunolt ynakoske (nauke kapTorHo#) Ha
PYCCKOM R3bIKe YKa3blBaIOT:

TOProBoE HauMeHoBaHue npenapara C
npeAynpesuTensHOR MapknpeBioi ® Ha
KMPMNNMLE W HA NATUHULE, FPYNNUPOBOYHOE
HAUMEHOBAHNE, NEKAPCTBRHHYD DOPMY,
L03Up0BKY, KonnsecTeo Tabnerox 8 ynakoske,
HasBaHue AeWCTBYIOLUX BEWECTB U uX
xonudecTso B 1 Tabnerke, ans TabnerTok AnsA
paccackiBalns; «BenomorarenbHbie BELIECTER!
cykpanosa (E955), uaomansT (vun M) (E853) u
APYrie, yKasamHble B MHCTPYHLMK No
NPUMEHEHUIO?, ANA TABNETOK ANA PACCacHIBAHNA
[numoH u meg] n Ana TabneTox AnA
paccackiBaHuA [MMoH v Bysunal:
«BenomoraTentHbIe BELECTEA: M3oMansT (Thn M)
(E953), cykpanosa (E955) u apyrue, yrasaHHbie B
MHCTPYKLUH N0 NpUMEHeHIon, cnoce®
MPUMEHEHWA U A0S, NOKS3AHUA K IPUMEHERUIO,
YCIIOBUS OTTYCKA, YCNOBKSA XPaHEHWA, «ANd
NOMNOCTH PT2 U FOPNa», «AHANLreTUky,
«NPOTHBOBOCNANMTENBHOR CPBACTEO?,
«AHTMCENTWK», ANA TabneTok ANA paccacoiBaHna
[numoH v Byaunal: «JTAMOH W BY3WHA», nns
TaBneroK ANA PACcCAcHIBAHMR [NWMOK 1 Med]:

“Ha nepauyroit ynakoske (Gnucrepe) na

DYCCKOM AJbIKE YHA3bIBAKOT:

TOProsoe KauMeHoBaHWe npenapara ¢
npeaynoeanTensHown mapkupoBkeit ® Ha
KMPUMNULE U HA NaTUHILE, TPYNMUPOBCYHOE
HAMMEHOBAKUE, NEKARCTEEHHYIC QOpMY,
[l03MPOBKY, TOBapHbIA 3HAK (Ha NaTitHULE)
DUPMBI-NPOUIBOAUTENA, HOMED CEpUl, 1aTY
NPOUABOACTBA, CPOK FCAHOCTH.

Ha sTopuuHoi ynakoBke (nadke KapTOHHO)
Ha PYCCKOM A3bIKE YKA3bIBAIOT.

ToproBoe HavMeHoBaKne npenapara ¢
NPeAYNPEANTENBHOW MaPKMPOBKOH ® Ha
KHPUNMYLE W Ha NaTUHKLE, TPYNNUpoBoUHOe
HaWMEHOBAHUE, NEKAPCTBEHHYIO dopMYy,
AO3UPORKY, KONMUECTRO TaBnNeToK B YNakoske,
HasBaHne A8VCTBYIOLLMX BELLECTB U UX
konuuecTeo B 1 TabneTie,
«BcnomorarenbHsie BELECTRA! U3OMaNLT
(run M) (E953), cykpanosa (E9S5) u Apyrue,
yKaaatHsi@ B UHCTPYKLMW NO NPUMEHEHAION,
cnocol NpUMEHEHUA ¥ A03kE, MOKAIAHWA K
NPYMEHBHMIO, YCTIOBHA OTNYCKE, YCNoBus
¥paHeHUs, «ANA NOMOCTIA PTa U ropnax,
CAHANLIETUIRY, «NPOTUBOBOCHANUTENLHOE
cpepcTBO», «anTucenTiky, «/IMMOH W MED»,
npeAYNPeAUTENEHbIE HaANWCH: «XpaHnTh B
HEAOCTYINHOM ANA AGTEH MecTen, «Mepep
NPUMEHEHUEM BHUMATENBHT npouuTanTe
NPUIIOKEHHYI0 WHCTRYKUMIO®, TOBRAPHbIA 3HAK
(Ha NaTVHULE), HE3BZHUE 1 3APeC PUpMe!-
NPOWSBOAWTENSA, HABBaKKe W azpec HUpPMBI,
ocyllecTansowen BhifYCKAIOLWIA KOHTPONb
KayecTea, HOMEp CepWW, AaTY NPONIBOACTER,
CPOK roaHOCTY, perucTRAaUMOHHLIR Homep, |
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Kog Ne:
MpoAaykr:

Naprua No:

Dara npoussoacTea:

Aara ucteyeHun
CpOKa roaHoCTH:
Ynakosxa:
XpaHeHue:

(L

7C9889

Cenronete® Toran (BeHanpgamuH +
LieruanupuanHua xnopua), Tabnetku ana
paccacblBaHua [aumon u mea], 3 mr+ 1 mr
192540

01.2020

01.2022

{6aucrep) B x 2 (nauka kapToHHanA)
Mpu Temneparype He Bbiwe 25 °C, 8
OPUrMHAIbHON yNaKoBKe.

KRIKCR

YMPABAEHME
KAYECTBOM

Smarjeska cesta 8
8501 Novo mesto
Slovenia

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

CEPTUOUKAT
AHANU3A

Hava:04,03.2020

Tecr N Cneundurauus B PeaysibTaThbl

HEAMUCH: «XPEHWTL B HELOCTYNHOM AN AeTel
macte», «leped npUMEHBHUEM BHUMATENBHO YNaKOBOYHOTO MaTepuana.
NPOYUTENTE NPUNICKEHHYIO WHCTRYKUMKION,
TOBapHBIA 3HaK (Ha NaTVHWLUE), HasBakHne 1 ajpec
pUPMbI-NPOUIBOARUTENS, HA3BAHKUE K BAPEC
hUpMbI, OCYLLECTBNAKLLENH BBINYCKAKLWWE
KOHTPOMb Ka4&CTBa, HOMEp cepuu, AaTy
NPOVIBOACTEE, CPOK FOAHOCTU, PErUCTPALIMOHHbIA
HOMEP, WTPWX-KOA, NPOM3BOACTBEHHbIA KOA
YNaKoBOYHOTO MaTepuana,

LonyckaeTos HEHBCBHWS HA Nayky KAapTOHHYID
KOHTDONLHOrO (MABHTUDWKAUWOHNOIO) 3Haka
(K3) c nonHbiv vk yacTudHeM AyBnnposaHuenm
WHOPMAUMM, COASPHALLEHCH B HEM B BUAE
YUATABMOTO NEYATHOrO TEKCTA C Liesbio
MOHUTORWHIE ABUKEHWA NERAPCTBEHHOIO
NPpenapara oT NPOU3BOAUTENS 40 KOHENHOro

| notpeBurens.

LUTPUX-KOA, NPOUIBOACTBEHHBIA KOA

"CpoxrogHoctd | 2 roAa. 2rona,

[LanHblit NpafyKT BeINYCKEBTCH B COOTBETCTRM CTeKYLWMY TpeBosanwsamu GMP.

Cepun NekapeTBeHHOro CPEeACTBA NPoU3BeAeHa, NPOKOHTRONMPOBaHa 1 oa06peHa B COOTEETCTBAN ¢ HOPMATUBHOM
AokymeHTaumen: [IM-002881-131117, Wam. Net (-310118), Mam. Ne2 (-120718)

[aTa Beinycka Ha peIHOK
02.03.2020

YNPABNEHUE KAYECTBOM
DamMUNuA U JOMKHOCTb (3BAHUE) nuLa,
BblJ aBILero papem{ﬁwe Ha BBINYCK CEpUK

AmWren

Konapuy

KaHgvpay cpapm. Hayk o

(RIS

KRKA,
tovamao zdray
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