Kog Ne: TD7358

Mpoaykr: FepbuoH® cupon nogopoxHUKa
(AckopbuHoBas kucnora + (ManbBbi
NecHOM uBeTKoB + [ogopoXxHuka
NaHUeTOBUAHOIO NUCThLEB) IKCTPAKT)
cupon

Cepun: 781330

[ara npoussoaersa: 10.

Hara ucrevedusn

2021

(X4 KRKA

KRKA, d. d., Novo mesto

YNPABINEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUOUKAT
AHAJIU3A

CPOKa roAHOCTH! 10.2024
Ynakoska; [{dbnakow) 150 Mn x 1 + (no3upyrowasn noxka) x 1] x 1 (nauka Aara; 16.11.2021
KapToHHas) Crpanuua: 1/4
XpaHeHue: Mpu Temnepartype He Boile 25 °C, B OPUTHHANLHOM yHnakoBke
(thrakoH B nauke). He XpaHuTb B XOnoAUNbLHUKE.
Tecr Creuyndmkayus Pesynbrarst Mp.*
Onucarue Cipon oT KopUsHEesoro Ao kpachosaTo-kopuiHeBore | Cupon ot KOPUYHEBOTO 40 KDACHOBATO-KOPUIHEROTO -
BT C XapakTepHeIM 3anaxom. [lonyckaeTtcs UBETa C XapakTepHbim sanaxom. onyckaercs
HEIHBYMTENbHAR ONENECUEHLINS. HE3HAYNTENbHAR ONanecleHLus.
Waenexkaembii obbem - He meree 150 mn, CooTsercrayer B
Cpeasunit ofivem
COABPXUMOTo BnakoHa
Wasneraemsiil oGbem - He menee 1425 mn. CooreeTcTByET -
OfiveM COREPRUMOro OAROTO
dnakoHa
pH Or45n085 5.7 -
OrnocutensHas nnotHocTe | OT 1,29 g0 1,35, 1.31 -
Mopnunsocts - Mogopoxrika | Ha xpomarorpamme uensiryemoro pacTsopa go/mkHel | CooTeeTcreyer -
NAHUETOBUAHOMO NUCTHEB U | 0OHAPYMUBATHCR 30Ha 0T ronyBoro a0 Benoro useTa ¢
Manbebi useTxon akeTpaky - | Rf = 0,24 (NOLOPOKHIUKA NAHUETOBUAHOID NUCTBA) U
TCX 30HA OT MenTo-opakXesoro go ronyboro usera c Rf =
0,36 (Mansesl useTkM), JonyckaeTcs oGHapyKeHue
APYTUX 30H,
NoankHHocTs - Bpems yAepUBAHUA OCHOSHOTO NUKA Ha Cootsercteyer -
Metunnaparuapokcubenazoar | xpomarorpamme uCnbITYEMoro pacraopa (Sas)
-~ BOXX ACIKHO COOTBETCTBOBATL BDEMEHU YACDKUBEHUA
nuka MeTunnaparnaporkcubensoara Ha
XpOMATOrPEMME CTAHAAPTHOrO pacreopa (SS).
MNognurrocTs - Ha xpomarorpamme ucnuiTyemoro pacraopa (SaS) Coorsercreyer -
AckopBunosan kucnoTa - TCX | a0Ha no nonoKeHuo u LBETY AOMKHA
COOTBETCTBOBATL 30HE ACKOPBUHOBOW KUCNOTS! Ha
XPOMATOrpaMMe CTaHAapPTHOro pacTeopa (SS).
Konuuecraennoe He mexee 0,5 mi/100 r cupona. 1.5mr/100 1 -
onpegenenue - Cymma
dnasoHougos
Konuyecrsentoe O1 85,0 % g0 115.0 % or 3aasnenHoro Konuyecrsa 100,6 % oT 38ABNEHHOIO KONWMECTEA -
onpegenexiue - (0,14 r/100 r cupona).
Merunnaparuapokcubensoar
KonuuecraeHHoe He meree 90 % oT 3asBnesHOro KONUYecTsa (1,0 145 % 0T 3asBneHHoro Konuyecrsa -
onpegeneHue - r/100 r cupona).
AckopBuHosas kucnora
MukpoGuonaruyeckan OFuiee Yucno aspoBHbIX MUKPOOPraHUIMOB - He 47 KOE B 1 mn -
yucroTa Gonee 10* KOE 8 1 1 (mn)

Hankbilt cepTuchukar cepum MMeeT SNEKTPOHHYIO NOLMUCH
Ceprutbvkar CO3AaH aBTOMATUMECKUN BANUAUPOBAHHOM KOMOBIOTEPHOW nporpammoi SAP




Kopa Ne:
Mpoaykr:

Cepus:

[ara npoussoacrea;

Hara ucredeHus
CPOKa FOHOCTI:

7D7358
lepbuoH® cupon nogopoXHUKA

(AckopbuHosas kucnota + (ManbBbI
necHou LBeTKoB + [ofopoXHUKa
NaHUeTOBUAHOIO NMUCTLEB) IKCTPAKT)

cupon
Z91330
10.2021

10.2024

(T4 KRKN

KRKA, d. d., Novo mesto

YNPABNEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++3858 7 3312 111
Fax: ++386 7 3211 537

CEPTUDUKAT
AHATIU3A

DNara: 16.11.2021

Ynakoska: [{cbriakown) 150 mn x 1 + (mozupyrowas noxka) x 1] x 1 (nauka

KapTOHHask) Crpanuuya: 2/4
XpaHerue: Mpu Temneparype He Buiwe 25 °C, B OPHIMHANLHON YNAKOBKE

{thnakon B nauke). He XpaHuTb B XONoaunbHUKe.
Tect Cneynduraumn Pesynbrarsi Mp.*
Mukpoduonoruyeckas CBuiee YHCNO APOXOKEBLIX W ANecHesbIX rpubos -He |0 KOE 8 1 mn -
yucToTa Gonee 10° KOE 81 r (Mn}
MukpoBuonorudeckan Burapobakrepuit, U HEKOTOPLIE Apyrie <10KOE 81 mn -
uucToTa rpaMeTpularensHole Sakrepuu - He Gonee 10°KOE B

1r{mn)

Mukpoduonoruseckan Creyreraue Escherichia colis 11 (mn) Oreyrerayere 1 Mn -
“HUCTOTA
MukpoGuonoruseckas Oreyretaue Staphylococcus aureus s 1 r (Mn) Orcyrereyer B 1 mn -
“ucToTa
MukpoGuonorudeckan Oreyrereue Salmonella spp. 8 10 r (mn) Orcyrcrayer B 10 Mn -
YMCTOTA

MNp.” = MNpumevanue

Tecr Cneuuduranmsn Peaynerarsl

Ynakoska Mo 150 mn cupona Bo hnakoHe TeMHOre crekna Mo 150 Mn cupona Bo (hraKoHe TEMHOrO CTEKNA
{run 1), sakynopeHHsoro npoGrod us (run 111), 3akynopeHHoro npobkoi ua
NONWETUABHA BLICOKOW NNOTHOCTY U NONUITUNEHS MONUBTUNEHS BLICOKOW NNOTHOCTY U NOMUITUNEHA
Huakol nnotrocT (HDPE+LDPE) ¢ paccekarenem Huako# nnotHocTu (HDPE+LDPE) ¢ paccexarenem
MUAKOCTY ¥ KDBILUKOR U3 NONUITUIEHA BLICOKOHE HMUAKOCTY U KPBILLKOA U3 NONUITUNEHA BLICOKOR
nnotHocTy (HOPE) ¢ konTponem nepeoro nnotHocTu (HDPE) ¢ koHTponem nepaoro
BCKPBITHA, BCKPBITUA,
Kaxkgbiit chnakon NnoMewanT B nadky KapToHHYIO Kax/abiil iNakoH NOMELLEH B Nadky KapTOHHYID
BMECTE C A03UPYIOLLEN MNACTUKOBOR NOXKOW 1 BMECTE C A03UPYIOLLEA NNACTUKOBOW NOXKOR v
UHCTDYKLUMEH 10 NDUMEBHEHUK. VHCTPYKUMER NO NPUMEHEHNIO.

Mapkuposka Ha nepsu-Hoil ynakoske (3TukeTke dnaxoHa) Ha Ha nepsu4HOR ynakoske (3TUKeTKe nakoHa) Ha

PYCCKOM £3bIKe YKA3biBaIoT:
TOProsce HAUMEHOBaHWe NEeKapCTBEHHOMD
Npenapara ¢ NpeaynpeAuTenLHOR Mapkupoakoil &,
NEKapCTREHHYIO (hOpMY, rpYNNMPOBOMHOS
HanmeHoEaHue, 00LEM COAEPMUMOrD (hnakoHa,
HagnucK: «flna oBneryenun cyxore Katnsy,
«Cupon HeoOXOAUMO UCNONL3VBATE B TEUBHIE 3
MECHLEE NOCNE BCKPLITHA DNAKOHE. », TOBEPHLIR
3HaK (Ha naTuHuLe) HUPMbI-NPOUIBOAUTENS,
HOMED CEpUI, JaTy NPOUIBOACTEa, CPOK

FOAHOCTH, NPOABEOACTBEHHBIN KO YNAKOBOYHOrG
MaTEpWana.

Ha sropuusolt (notpebuTensckoi) yrakoske
(NauKe RADTOHHOM) Ha PYCCKOM Aabike

PYCCKOM R3BIKE YKAIAHO!
TOProBOE HAMMEHOBAHUE NeKapCTBEHHOro
fipenapara ¢ npegynpeAuTensHoN MapkupoBkoi @,
neKapcTBeHHan gopma, rpynnupoBouHoe
HauMmeHoBaHue, oGwem cojepxumoro hnaxkoHa,
Hagnucu: «fins obnerueHun cyxoro kawnms,
«Cupon HeOBXOAMMO UCNONLIOBATD B TeYeHUe 3
MECALIEB NOCME BCKPLITUA NAKoHa. », TOBAPHLIA
3HaK (Ha natuiule) PUPMbI-NPpoUaBsoLuTEns,
HOMED CepuW, AaTa NPOUIBOACTEE, CPOK
FOAHOCTH, MPOK3BORCTBEHHBIN KOA YNAKOBOYHOrO
Marepuana.

Ha sropudsoil (notpeGurensekoi) ynakosxe
(naqke KAPTOHHOU) HA PYCCKOM S3bIKE

Harubiit cepTudikat CepUM UMEET BNEKTPOHHYIO NOAMUCS.
Ceprucburar cO3AaH aBTOMATUUECKMA BANKAKPOBAHHON KCMIBIOTEPHOK nporpammoit SAP,



Koa Ne:
Mpogyxr:

Cepus:

Hara npoussojcrsa;

Hata wcreuetus
CpOKa roAHOCTH:

7D7358
MepbuoH® cupon nogopoxHuka

(AckopbuHoBas kucnora + (ManbBbi
J1eCHOM UBeTKOB + lNMogopoXHuka
NTaHUETOBUAHOIO JINCTLEB) IKCTPAKT)

cupon
Z91330
10.2021

10.2024

(T4 KRKN

KRKA, d. d., Novo mesto

YNPABNEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Nove mesto
Slovenia

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

CEPTUDUKAT
AHAJTU3A

lara: 16.11.2021

Ynakoska: [{tbnakow) 150 mn x 1 + (noaupyiowasn noxka) x 1] x 1 (nauxa

KapToHHan) Crpanuua: 3/4
XpaHeHue: IMpu Temnepatype He Bbiwe 25 °C, & OPUrMHaNLHOW yNnakoBKe

(tbriakon B nayke). He XpanuTb B XONOAUNLHUKE.
Tect Crneumdurayun Peaynkrars!

YK@3BIBAIOT. TOProBOE HAaNMeHoBaHue
NEKApCTBEHHOIO NPenapara ¢ npesynpesuTensHoi
Mapkuposkol ®, nexapcreentyi chopmy,
rpynnupoBovHOe HaUMeHoOBaHUe, Hagnucu: t(ﬂflﬁ
ofinerdenus cyxoro Kawnsy, «ans B3POCNGIX #
ABTeU 24y, HANMEHOBAHUA 4eRCTBY LU BELECTa 1
X KOMU4ECTBO B 5 Mi1 cupona, «BenomoratensHoe
BEWeCcTBA: Caxapoaa, MeTunnaparuipokcubenaoar
(E218), apoMarusarop anenscuxa Macno.», obnen
COABPMUMOTC DNAKOHE, NOKA3ZAHUR K npuMeHeHuK,
Cnocol NPUMEHEHUA 1 403k, YCNOBUR OTNYCKaE,
yonosus xparenun, «Cupon Heobxogumo
UCNONLIOBATEL B TedeHue 3 mecAee nocne
BCKPBITUS UNAKOHR.», NPEAYAPEANTRIEHbIE
HAANUCK, «XPEHUTL B HEAOCTYNHOM ANS AeTedl
mecTe.», «flepes NPUMEHEHIEM BHUMETENBHO
MPOUUTAATE NPUNOMEHHYIO MHCTRYKLUMIO », «lTepeq
ApUMEHEH e B30aNTLIBATE!», DErUCTPALUOHHbIH
HOMER, TOBAPHLIA 3HAK (HA NaTuHrye), HasBaHue

W BApEC (PUDMB-NPONIROAKTENSN, HA3BAHMUE U 34pec
APEANPUATUS, OCYLUECTBNAIILLErO BLINYCKAIOLINH
KGHTPOML KauecTBa, HOMEp cepuy, aarty
MPOU3BOACTEA, CPOK TOAHOCTH, LUTDUX-KOA,
APOUIBOACTBEHHLIA KOA YNEKOBUYHOTD MaTepuana.
KOHTPOAbHBIA (MAEHTUMKALMOHHBIR) aHaK (KI3)

C NONHLIM UK YacTUuHBIM AyBruposanvem
VH(POpMaLUY, Coepxalleiicn B Hem B Buae
HUTEEMOrD NEYaTHOrC TEKCTA C LENLID

MOHUTORUHIA ABUKEHUA NEKEPCTBEHHOrO Npenapara
O NPOU3BOAUTENA A0 KOHEUHOro noTpeburens.

YXE3aHO! TOProBoe HAaUMEHOBaHVE
NEKapCTBEHHOTO Npenapara ¢ NPeAynpPesuTensHoR
MapkupoBskoil ®, nekapcTeeHHan opma,
PYRNAPOBCYHOE HaUMEHOBAaHUE, Hagnucn: «[ns
oBnerdeHun Cyxoro kalnay, «Ans B3POCHbIX U
AeTel 2+», HAMMEHOBAHUS ALACTBYIOLIUX BELIECTE U
X KONUYecTso 8 5 Mn cupona, «BocnomorarensHee
BEUlecTBa: caxapo3a, MeTunnaparugpakcubensoar
(E218), apomaTusaTop anenscuHa Macno.», ofbem
COACPXKUMOrC (DNaKoKa, NOKasaHus K NpUMEHEHWIO,
CNOCOB NPUMEHEHNS U 4038, YCIIOBUA oTnyCKa,
yenosus xparenus, «Cupon Heobxogumo
NCNONb3OBaTL B TEUSHUE 3 MECAUEs nocne
BCKDLITUA nakona.», npeaynpesurenthsie
HAANUCH: «XPaHUTL B HEAOETYNHOM ANA AeTE
MecTe.», «flepea npuMeHeHUeM BHUMATENEHO
APOUUTARTE NPUNOKEHHYID MHCTPYKLWIO. », «Mepeg
npumMereruen B30anTLIBaTL!», PErUCTPALMOHH b
HOMED, TOBApHLIA 3HaK (Ha NAaTUHIKLE), HasBaHWe

W 8APEC (PUPMBI-NDOUIBCAUTENS, HASBAHUE U agpec
NPEANPUATHA, OCYLUBCTBNAIOLETO BBINYCKAIOLWE
KOHTPONk KAYECTBa, HOMep cepun, gata
NEONABOACTRA, CPOK FOAHOCTH, LUITPUX-KOZ,
NPOUIBOACTBEHHBIA KOA YNAKOBOYHOTO MATEpHANA.
Ha nauky kapTorhyo Hasecen KOHTPONEHLIt
(MaeHTUbUKaLUOHHBIH) 3Hak (KIU3).

Cpok roaHocTu

3 roga.
Cupon HeoBXoAMMO UCNONBLIOBATS B Te4YeHHe 3

MecsaUes 1ocne BCKphITUA hnakoxa,

3roaa.
Cupon HeoBxoAuMe Uenonbaosars s TeMveHue 3
MECALEB NOCNe BCKPLITUA thnaxkoHa.

HacToawum yaocToBEPSI0, YTO NPUBEAEHHERA BLilLe VHCPMALUA NOANNKHAES W TOUHAR, CEPUA NEKAPCTBEHHOIO npenaparta Bebina npoussegena s

GOOTBETCTBUM C TPEOOBAHUAMY DErUCTPALIMOKHOTD A0C
fpukazom MUHUCTEPCTBa NPOMBILLIEHHOCTY 1 TOProen

be. Tpefosaruamy Mpapun Haanexauyei NPOU3IBOACTEEHHOR NPAKTUKK (yTBEPKAEHD!
¥ PO oT 14 wions 2013 r. Ne916), a Tak xe TpeBosanusmMmu PeaepansHoro sakoHa «O6

oBpaLeHUN NEKEPCTBEHHEIX cpeacTe» or 12 anpena 2010 1. N 61-03 U uHbIMK TPpeGoBaHUAMM, YCTAHOBNEHHbIMU HOPMaTUBHO-NPABORLIMU aKTAMY

CTpaHbi-UMNopTa.

KauecTso npollykra COOTSETCTRYET HOPMATUBHON AOKYMEHTALNM!

1 N014534/01-231220

Hanuoiit ceprucbukar cepuy umeer SNEKTPOHKHYIO NOANUCE
CepTudukar cosnan aBToMaTHYECKNI BANUAUDOBAHHOW KOMNLIOTEPHOR NparpamMmoi SAP.




Koa Ne:
MpoaykT:

Cepus:
[lata npouseoacTea:

[ara ncreveHus
CpOKa rofHOCTY:

YnakoBka:

XpaHeHue:

7D7358
MepbuoH® cupon nogopoxHUKa
(AckopbuHoBas kucnorta + (Manbsbi
necHou uBeTkoB + [oaopoxHuka
NaHUueTOBUAHOIO NMIUCTbERB) IKCTPAKT)
cupon

291330

10.2021

10.2024

[(dnakown) 150 mn x 1 + (go3upyrowan noxka) x 1] x 1 (nauka
KapToHHanA)

Mpwu Temnepartype He Boiue 25 °C, B OPUrdHANBLHOM ynakoBke
(dbnakoH B nayke). He XxpaHuTh B XonoaunsHuke.

Hacrposatium NOATBEPHASIO, YTO BbILIEYKA3aHHAA CEPURA pPajpelleHa K peanuiayuu.

Hfara Brinycka Ha peIHOK;
15.11.2021

(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

CEPTUDUKAT
AHAIU3A

Dara: 16.11.2021
Crpanvuya: 4/4

YNPABMNEHWE KAYECTBOM

DaMnnnA U JONKHOCTL (3BaHUE) nuya,
BbIAABLIEro Pa3peLieHne Ha BINyCK Cepun

‘bﬁs

a Xurante

IHOMOUEHKOE NULO

tovarha zdravil, d.d..
Novo mesto

HaHHbiit cepTUUKAT CEPUN MEET 3NEKTPOHHYIO NOANNCH.
Cepruthukar co3AaH aBTOMATUHECKU BANUAUPOBAHHON KOMMNbIOTEPHON NparpammMoit SAP,



(COKRKA

Paspewenne Ha Bbinyck u BBOA B rpaaaHckuii obopoT
IM- 4930990976 / 2021

HanMeHOBaHMe 1eKAPCTBEHHOIO MpenapaTa i1 MeAHUHHCKOTO MpHMeHeHUs
I'ep6uos® cupon NO0pOXHUKA (AcKopOHHOBas KHEoTa + (ManbBE! TeCHOMH IBETKOB + IMomopoxxuuka
JIaHIETOBH/THOIO JIMCTHEB) SKCTPAKT) CHPOIT
((@maxon) 150 it x 1 + (mo3upyrommasn 10xkKa) X 1) x 1 (mayka kapToHHAas)
Cepus: I'onen no: PriHoK: KounyecTBO ynakosok:
791330 10.2024 RU 26.304 .

Ha ocHoBanun mudopmamuu mpenocrasieHnoll WHOCTPAHHBIM NPOU3BOAMTENIEM, MOATBEPKIAIOMIEH, UTO
CCpHA JICKAPCTBEHHOIO IperapaTa OblTa NpOM3BeNeHa M IIPOBEPEHA B COOTBETCTBHH ¢ JIHICH3HEH Ha
TPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, TPEOOBAHUAMH PETHCTPAIIMOHHOrO JOChE, TpeboBaHuaMHu JIpasui
Ha[UIexKallel MPOU3BOACTBEHHON NPAKTHUKH (yTBepikieHs! [IpukazoM MUHHCTEPCTBA IPOMBIIIEHHOCTH |
Toprosii PP ot 14 urons 2013 r. Ne916), a Taxe HHBIMU TpeOGOBAHUAMY, YCTaHOBJIEHHBIMH HOPMATHBHEIMH
MpaBoOBEIMH akTaMu Poccuiickoit Menepanuy u crpans! UMITOpTEpA.

HopmaTtusuas noxymenranus: IT N014534/01-231220

IMacoopr Ne:  Z91330 ot 15.11.2021 1.

01.12.2021 X

IIpoayxumus paspemena K BLITYCKY H BBOAY B
rpa;IaHcKuii obopor 4 _f[?iﬁ_ A BET
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OTBeTCTBEHHOE JTHIIO




