(T4 KRKN

OO0 «KPKA-PYC»

Pazpewienne Ha BbINIYCK H BBO/I B rgaxﬁlaﬂcm{ﬁ odopoTt
71202

1L-040000923

Haumenosanue JIEKAPCTBEHHOI0 NMpenapara 4Jd MEAHIHHCKOr0 NpHMCHCHHA:

JlopueTa® (JlozapraH) TadjaeTkH, ﬂORE\b Ti:be MJEeHOYHOH 00071049K0H, SO MI
(kOHTYpHA# AYEIIKOBANA YIIAKOB ‘35 X 6 (mauka kapToHHAas

Cepun: T'onen no: Peinok: Ko/in4yecTBO YyNIaK0OBOK:
44850520 05.2025 RU 27.600 m.

Cepus 1€KapCTBEHHOrO Mpenapara ObUIa IPOW3BENEHA M IPOBEPEHA B COOTBETCTBHH C JIMIIEH3HCH Ha
MPOU3BOJICTBO JIEKAPCTBEHHBIX CPENCTB, TpPeOOBAHHAMH PETHCTPAIIHOHHOTO [OOCHE, TPEDOBAHMAME
[lpaBun Hawiexamed OTPOM3BOACTBEHHOM mpakTHKH (yrBepxiaeHsl [Ipukazom MuHucTepcTBa
NpoMBIILIEHHOCTH H ToproBi# P® ot 14 mios 2013 r. Ne916), a Takke uHbIMM TpeOOBAHHAMM,
yCTAHOBJIEHHBIMH HOPMATHBHEIME NTPABOBBEIMH akTaMu Poccuiickoii desepalivy U CTpaHbl 3KCIOPTA.

Hopmarusnas nokymenraums: JICP-003722/07-301117

IHacnopr Ne: 44850520 ot 02.07.2020

Ilpoaykuus paspemeHa K BBIMYCKY H BBOAY B IPaskJaHCKHH obopoT  03.07.2020 X ]
laTa JA

Anastasiya Laeva
Hms 1 pamunus

YnoaHomModyeHHOE JTHIO




Kog Ne:
Mpoaykr:

Cepus:

[lata npoussoacTea:

[aTta ucrte4yeHua
Cpoka rogHoCTH:

7C7907

Nopucta® (lNosaprtaH) TabneTku,
NOKPbITble NNeHO4YHOW 060MOU4KON, 50 mr

44850520
05.2020

05.2025

( T4 KRKA

000 «KPKA-PYC»

CNYXBA KAYECTBA
143500, MockoBckas 061,

r. Uctpa, yn. Mockosckas, 4. 50
TenedoH: +7 (495) 994 70 70/80
Tenedakc: +7 (495) 994 70 78

MACNOPT
KAYECTBA

Ynakoska: (koHTypHan AuenkoBas ynakoska) 10 x 6 (nauka KapTOHHaA)
. & .. Narta: 02.07.2020

XpaHenue: Mpu Temnepartype He Bbiwe 25 °C, B OPUrMHanbLHOW ynakoske. —

Konu4ecTteo: 27.600 wr.

Ne cepuu akTusHoro K65289

KOMMNOHEeHTa:

Tect Cneundunkauns PesynbTarthl

Onucanne Kpyrnbie, cnerka ABOAKOBbINyKNbie Tabnetky, Kpyrnsie, cnerka ABOsKoBbINYK/ble TaBNeTkK, NOKPLITLIE
NOKpPLIThIE NNEHOYHOH oBonovkol Genoro useTa, ¢ nNeHoYHo! oGonoYkoit 6enoro UseTa, C PUCKOA Ha OAHON
PUCKOR Ha OAHOI CTOPOHE W (PacKoR. cTopoHe 1 dhackoil. Bna Ha uanome: wepoxosaTan macca
Bua Ha nanome: LepoxoeaTtan macca Genoro ysera ¢ Genoro LBeTa ¢ NneHo4Hoi oBonoukoit Genoro useTa
nneHoyHol oBonoykoit Genoro useTa

NoaANUHHOCTL Bpems yAepxuBaHWA OCHOBHOrO nuka Ha MoaTBEpPXAEHO
XpOMaTOrpaMMe UCTbITYEMOora pacTeopa ACMKHO
COOTBETCTEBOBAaTL BPEMEHW YASPXUBAHUA Nuka
nosapTaHa Ha XpoMaTorpamme CTaHaapTHOro
pacTeopa

PacTeopexue He meHee 75 % (Q) nosapTaHa kanus ot 3aseneHHoro [91-101 %
konuyecTea 4epe3 30 MuH.

PoACTBEHHbBIE NPUMECH Niobas eanHUdHas npumecs - He Gonee 0,2 %. <=0,05%

PoacTeeHHble NpUMech Cymma npumecei - He Gonee 1.0 %. <=0,05%

Konu4ecreeHHoe He meHee 92,5 % u He Gonee 107,5 % nosapTtaHa 100,0 %

onpefenexue Kanua oT 38ABIEHHOIO KOJIMYEeCTBa.

OpnHOPOHOCTL AoanposaHua | MokasaTens NpuemnemocTu (AV) He Gonee 15,0 %. 1.7 %

Mukpo6uonornyeckan e Xlll, Kateropua 3A. CooTteeTcTBYET

yucToTa

[aHHbIA cepTUUKaT Ha CEPUI0 UMEET ANEKTPOHHYI noAnuch.
CepTinduKaT co3jaH aBETOMAaTUYECKN BanWAVPOBAHHOM KOMNLIOTEPHOW CHCTEMON,




Koa Ne:
MpoaykT:

Cepus:

[aTta npou3seoacTea:

J[laTta uctedyenus
CpoKa rogHOCTH:

7C7807

Nopucta® (MosaptaH) TabneTku,
NOKpbITbIE NfieHo4YHOU oBonoykou, 50 mr

44850520
05.2020

05.2025

(T4 KRKN

000 «KPKA-PYC»

CNYXXBA KAYECTBA
143500, Mockoeckaa obn.,

r. Uerpa, yn. Mockosckas, a. 50
TenedhoH: +7 (495) 994 70 70/80
Tenedakc: +7 (495) 994 70 78

NACMNOPT
KAYECTBA

YnakoBka: (KOHTypHas sueikoBan ynakoBka) 10 x 6 (nauka KapToHHas)
i : 02.07.2020
XpaHeHve: Mpw TeMnepaType He Bbiwe 25 °C, B OPUrHHANLHON yNaKoBKe. gi:nga_ 2}32
KonuyecTso: 27.600 wr. ‘
Ne cepun aktusHoro  K65289
KOMNOHEHTa:
Tecr Cneundukaums Pe3ynkTarsl
YnakoBka Mo 7, 10 unu 14 TaBNeTok B KOHTYPHON Mo 10 TabneTok B KOHTYPHOI AYENKOBON YnaKoBke
AYEAKOBOW YNaKoBKe W3 KOMOUHUPOBAHHOIO 13 koMBuHUposaHHoro matepuana MNBX/MBAX n
matepwana NBX/NBOX u conbri anioMMHUeBsoR. donkLr1 anioMUHUEBORA.
2 KOHTYPHBIE A4EHKOBbIE yNnakoskm (no 7 6 KOHTYPHbIX AYefKoBbIX ynakosok (no 10
Tabnetok); 3, 6, 9 KOHTYPHbIX AYENKOBLIX TabneTok) BMECTe C UHCTPYKUMEN N0 NPUMEHEHNIO
ynakosok (no 10 TabneTok); 1 KOHTYPHYyHO NOMELLEHBI B NAYKY U3 KApTOHA.
AyelikoBylo ynakoeky (no 14 TabneTok) BMecTe ¢
MHCTPYKUMENA N0 NPUMEHEHNIO NOMELLAIT B NaYky 13
KapTOHa.
Mapkupoeka Ha nepsudHOW YnakoBke (KOHTYpHAA AYeiKkoBanA Ha nepeu4HON ynakoBke (KOHTYPHaA AYerKoBan

YNaKoeKa) yKkaselsaloT: TOProBoe HaumeHoBaHue
npenaparta ¢ NpeaynpeanTensHOA Mapkuposkoi ®,
MeXAyHapo/AHOe HenaTeHToBaHHOe HauMEeHOoBaHue,
NeKapcTBEHHYIO GopMy, A03UPOBKY, TOBaPHLIA 3HAK
(Ha naTuHuue) PUPMbI-NPOU3BOAUTENSA, HOMED
CepuM W CPOK rOAHOCTK.

Ha BTOpUYHOM ynakoBke (naqka KapTOHHaA)
yKassiBaloT: TOProBoe HauMeHoBaHue npenapara ¢
npeaynpeauTEnsHOI Mapkiuposkoi ®,
MEXJYHapOHOE HENaTeHTOBAHHOE HaUMEHOBAHNE,
NEeKapcTBEHHYI0 OPMY, A03UPOBKY, KONUWYECTBO
TabneToK B YNakoBKke, Ha3eaHwe AeNCTBYIOLErD
BelecTsa u ero konuyecrso B 1 tabnetke,
«BcnomoraTtenbHble BELECTBA: NaKTo3bl
MOHOrWAPAT, NPONUNEHTNWKONE W ApYrue,
yKa3aHHble B MHCTPYKLUWM NO NPUMEHEHWIo», cnocob
npumeHeHus: «[ina npuema BHYTPb», YCNOBUA
XpaHeHWRn, YCNOBWA OTNYCKa, NpesynpeanTeNbHeIe
Haanneu: «XpaHuTk B HEAOCTYNHOM ANA AeTed
mecTe», «[IpUMEHATL NO HasHaYeHWo Bpadan,
PEerucTpaLMoHHLIi HOMEP, HOMEp CBWAETENbCTRA Ha
ToBapHLIN 3HaK, Ha3BaHue, agpec, TenedoH, dakc
W TOBApPHLIA 3HaK (Ha8 NaTUHULE) DUPMbI-
NPOU3BOAMTENSA, HOMEP CEPWM, CPOK FOAHOCTH,
LUTPUX-KOA, NPOM3BOACTBEHHBIA KOA YNaKoBOUHOrO
maTepuana. [lonyckaeTca HaHeCeHWe Ha naqky
KapTOHHYK KOKTPONbLHOrO (MAEHTUCDUKELMOHHOTO)
3Haxa (KW3) ¢ nonHbIM MNK YacTUHHEIM
AyBnupoBaHUeM UHGOPMALMM, COAEPXKALLIEACA B HEM
B BMAE YATAeMOoro Ne4aTHoro TeKCTa C LUenbo
MOHUTOPUHra ABWKEHUA NeKapCTBEHHOro npenapara
0T NPOM3BOANTENA A0 KOHEHHOro noTpebuTens.

ynakoBKa) yKasaHo: TOProsoe HauMeHoBaHme
npenaparta c npeaynpeanTensHoA MapkupoBKow ®,
MEXAYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBaHME,
nekapcrBeHHas popMa, A03UPOBKa, TOBAPHLIA 3HAK
(Ha naTuHuue) bupmbi-NPON3BOAUTENA, HOMED
Ccepui W CPOK rofHOCTH.

Ha sTOpUYHOIA ynakoeke (nadka KapToHHas)
yKaaaHo: TOProBoe HauMeHoBaHWe npenapaTa ¢
npeaynpea1TenLHOA Mapkuposkoi ®,
MEMXJYHAPOAHOE HeNaTeHTOBaHHOE HauMeHoBaHWe,
nexkapcreerHas ¢opma, A03UPOBKa, KONMUYeCcTeo
TaBneToK B yNnakoBKe, HazBaHue AENCTBYOLEro
BELecTBa M ero konudecTso B 1 Tabnetke,
«BcnomoraTentHble BELLECTBa: NakTodbl
MOHOrMApAaT, NPONUNEHrNUKoNkL U Apyrue,
yKasaHHbIe B WHCTPYKLMW N0 NPUMEHEHUION, Cnocot
npumeHeHus: «[nA npuema BHYTPb», YCNOBUA
XPaHEeHUs, YCMIOBUA OTNYCKa, NPEAYNpeAnTeNbHbIe
HaAMKUCH: «XPaHNTL B HEAOCTYNHOM ANA AETEN
mecTe», «[IPUMEHATL NO Ha3Ha4eHUo BpaYa»,
PEerucTpaunoHHbIi HOMEP, HOMEp CBUAETENbCTEA Ha
ToBapHbI 3HaK, Ha3aBaHue, appec, Tenedox, daxc
W TOBApHbIA 3HAK (Ha NaTuHuue) PupMbl-
NPOM3BOAUTENA, HOMEP CEPUM, CPOK TOAHOCTH,
LUTPKUX-KOA, NPOM3BOACTBEHHbIA KOA YNaKOBOHHOTO
maTepnana.Ha Nauky KapTOHHYIO HaHECEH KOHTPONbHbIA
(MaBHTNDUMKALMOHHBIR) 3Hak (KA3).

CpoK roAHOCTH

5 ner.

5 ner.

JaHHbIA CepTUUKAT Ha CEPUI0 UMEET 3NeKTPOHHYIKO NOANKCE.

CepTuchmkat co3aaH aBTOMaTUHECKK BaNWAUPOBAHHOR KOMNLIOTEPHOR CUCTEMON.




Koa Ne:
Mpoayk:

Cepus:

[lara npoussoactea:

Aara ncteyeHus
CpOKa rofIHOCTH:

Ynakoska:
XpaHeHue:
KonuyecTeo:

Ne cepuu akTMBHOro
KOMMOHEHTA:

7C7907

Nopucra® (MNozapraH) Tabnerku, _
NOKpPbITbIE NNleHOYHOU 0GonoyYykon, 50 mr

44850520
05.2020

05.2025

(xoHTypHasn AveikoBas ynakoBka) 10 x 6 (nayka KapTOHHas)
Mpu Temneparype He Bbiwe 25 °C, B OPUrMHanNbHOW ynakoBKe.
27.600 wr.

K65289

KauecTso npogykrta cooTeeTcTayeT HopMaTusHoi AOKYMEHTauMK:

NICP-003722/07-301117

[ara ebiaauu nacnopra:
02.07.2020

(T4 KRKA

000 «KPKA-PYC»

CNYXXBA KAYECTBA
143500, Mockosckan obn.,

r. UcTpa, yn. Mockosckas, 4. 50
TenedoH: +7 (495) 994 70 70/80
Tenedakc: +7 (495) 994 70 78

NACIOPT
KAYECTBA

fara: 02.07.2020
Crpannua: 3/3

Cnyx6a Kavecrpa
W.O-Havanbruka OKK
MaHioxesa EH,

DaHHbili cepTUGHKaT Ha CEPUI0 MMEET SNEKTPOHHYIO NOANKCb.
CepTudukar cospaH asTOMaTUHECKN BANUAUPOBAHHOIK KOMNbIOTEPHOW CUCTEMO.




