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Q00 «KPKA-PYCr

Paspelienye Ha BBINVCK H BBO/A B IPAXK/IAHCKHI 000pOT
; 0300009718571 / 5020 P

HanMeHnoBaHHe JIEKAPCTBEHHOI0 NIpenaparTa A/l MEJHUHHCKOro NpuMEeHCHHA

Banbcakop® H 80 (Baica }”3‘!*' + Tpo };Jl%BUTHaS{lE) Ta0JeTKH, MOKPbIThIE
macHo4Hoil odoao4koil, 80 ymr+ 125 mr
(6icTep (KOHNTYPHAs siMelicoBas ynakoBka)) 15 x 7 (mauka KapTOHHAS)
Cepus: T'oaen no: Prinok: Kon4ecTBO YHAKOBOK:

44010520 05.2025 RU 60.288 mr.

CepHs JIEKapPCTBEHHOTO Ipenapata Oblia NPOM3BEACHA W NPOBEPCHA B COOTBCTCTBHA € JTMLEH3HeH Ha
NMPOM3BOJICTBO JIEKAPCTBEHHBIX CPENCTB, TPeOOBAHHAMHU PErHCTpallHOHHOrO N0Che, TpeboBaHUIMH
[IpaBun  HammexKaled MPOM3BOJCTBEHHOH MPAKTHKH (yrepxkuennl Ilpukazom MunucTepeTBa
IPOMBIIIEHHOCTH U Topromd PP ot 14 mrons 2013 T Ne916), a Takxke UHBIMM TpPEOOBAHHUAMH,
YCTAHOB/IEHHBIMH HOPMATUBHBIME [[PaBOBBIMH akTaMu Poccuiickol denepauuu ¥ CTpaHsl IKCIOpTa.

Hopmarnsuas noxkymentanus: JICP-001731/10-241018

[Macopt Ne: 44010520 ot 16.06.2020

[IposyKuus paspemieHa K BbUTYCKY H BBOAY B IPAKIAHCKHH obopor 17.06.2020 X

JlaTa JA

YnonnoMoueHHOE JIMI0 \/f/{ﬁ/’

Vﬂunmlch




Kopg Ne: 7C8650

MpoayKT: Banbcakop® H 80 (BancaprtaH +
MmpgpoxnopoTtuasmna) TabneTku, NoKpbIThie
nrneHo4YHou obonoukou, 80 mr + 12.5 Mr

Cepus: 44010520

[ara npounseoactea: 05.2020

[aTa ucrteuyeHus

CPOKa rogHoCTH: 05.2025

(L4 KRKA

Q00 «KPKA-PYC»

CNYXBA KAYECTBA
143500, Mockosckan o6n.,

r. ctpa, yn. MockoBckas, 4. 50
TenedoH: +7 (495) 994 70 70/80
Tenedpakc: +7 (495) 994 70 78

NACIMOPT
KAYECTBA

[aTa: 16.06.2020

YnakoBka: (6nucTep (KOHTYpHas AaveiKkoBas ynakoeka)) 15 x 2 (nauka
KapTOHHas) CtpaHnuua: 1/4
XpaHeHue: Mpu TemnepaType He Bbiwe 25 °C, B OPUrHHANEHOW yNakoBKe.
KonuyecTgo: 60.288 wr.
Ne cepuy aktusHoro D85587,D85586,U06332
KOMMNOHEeHTa:
Tect Cneundvkaums PeaynbTaThl
Onucaxne OeankHele, ABOAKOBLINYKNblE TaGNETKW, NOKPbITbIE QBanbHuie, ABOAKOBLINYKNble TabNeTkA, NOKPLITLIE

nneHo4yHoi 0GoNoYKON PO3CBOro LBeTa.
Bug Ha usnome: Genas wepoxosaTan macca C
nneHoyHol 0BonoYKoi PO30BOro UBeTa.

nneHouHoli oBonoYkoi po3oBoro ugeTta. Bua Ha nanome:
Genas LWepoxosaTas Macca G NNeHoYHoi obonoykon
DO30BOro UBETA.

MoanuHHoCTR:-BancapTaH Bpems yAepXuUBaHUA Nika BancapTaHa Ha MoaTeepxaeHo
xpomarorpamme UcneiTyemoro pacreopa (SasS)
AOMXHO COOTBETCTBOBATb BPEMEHN YAEMKMBAHNA
nvKa BancapTaHa Ha XpomMaTorpamMme CTaHgapTHoro
pacteopa (SS).
-MmapoxnopoTuasna Bpems yAepxWEaHUA Nka rmApoxnopoTuasnaa Ha MoATBEPKAEHO
xpomaTorpamMme WenbiTyemoro pacteopa (Sas)
LOMKHO COOTBETCTBOBATH BPEMEHW YAEPKUBEHUA
niKa rMApPOXNOPOTHA3MAa Ha XpoMaTorpamme
craHpapTHoro pacteopa (SS)
PacTeopeHue He menee 80 % (Q) ancapraHa 4yepes 30 MUH. 92-95%
- BancapraH
PacTBopeHne He menee 80 % (Q) ruapoxnopoTnasuaa Jepes 30 88-92 %
- CuapoxnopoTuasna MUH
PoacTaeHHbIe NpumMecu Movmecs A - He Gonee 0,5% <=0,10 %
PoACTBEHHBIE NPUMECH MNoumecs B - He 6onee 0,5% <=0,10 %
PoacTeeHHbIe NPUMECH Mpumeck C - He Bonee 0,5% 0.18 %
PoACTBEHHLIE NPUMECH Nio6an Apyras eauHUYHan npumeck - He Bonee 0,2% | <= 010 %
PoacTBeHHbLIE NPUMECH Cymma npumeceii - He Gonee 1,5% 0,18 %
OpHOPOLHOCTL A03npoBaHna | MokaszaTens npueMnemocTu (AV) - He Bonee 15,0 %. [3.0%
- BancapTaH
OAHOPOAHOCTE A03WpoBaKKA | [okasaTens npuemMnemMocTy (AV) - He Gonee 15,0 %. [4,9%
- [uapoxnopoTuasng
KonuyecTeerHoe He meHee 95,0 % u He Gonee 105,0 % BancapTaHa ot [99.6 %
onpegenexue 3@ABNEHHOrC KONUYEecTea.
- BancapTaH
Konu4ecreeHnHoe He menee 95,0 % v He Gonee 105,0 % 97.0 %
onpeagnexue TMAPOXNOPOTUA3AE OT 3aABIEHHOMO KONW4ecTsa.
- TMAPOXNI0POTHEZNA

[laHHBIR CepTUGKUKAT Ha CEepUIo UMEET SNIEKTPOHHYIO NOAMKCE.
CepTuduKkaT co3aaH aBTOMaTHHECKH B3NUAUPORAHHOIM KOMMBIOTEPHOK CHCTEMOMR




Kog Na:
MpoAaykT:

Cepus:

[arta npousBOACTBa.

[aTta uctedeHuna
CpOKa rofiHOCTH:

7C8650

Banwcakop® H 80 (BancaptaH +
uapoxnopoTnasug) TabreTku, NOKpbITbIE
nrieHo4How obonoukow, 80 mr + 12.5 Mr

44010520
05.2020

05.2025

(T4 KRKA

000 «KPKA-PYC»

CNY)>XBA KAHECTBA
143500, MockoBckas obn.,

r. WUeTpa, yn. MockoBekas, a. 50
TenedoH: +7 (495) 994 70 70/80
Tenedake: +7 (495) 994 70 78

NACMNOPT
KAYECTBA

[ara: 16.06.2020

Ynakoeka: (6nucTep (KOHTYpHaA sueHKoBas ynakoBka)) 15 x 2 (na4ka
KapTOHHaﬂ) Crpannua: 2/4
XpaHeHune: Mpu TemnepaType He Bbiwe 25 °C, B OpMrHHaNbLHOM yNaKoBke.
KonuuecTeo: 60.288 wrT.
Ne cepuw akTMBHOrO D85587,085586,U06332
KOMMNOHEHTA!
Tect Cneundmkauus Pe3yneTarkl
MuxpoBuonorn4eckan I'd PO kateropus 3A CooTBETCTBYET
4yucroTa

DaHHbI cepTHUKaT Ha Cepuio WMEET 3NEeKTPOHHYI0 NOANUCE.
CepTudgukaT cO3AaH aBTOMATUYECKU BaNWAMPOBaHHOM KOMNBIOTEPHOM CNCTEMOH.




KRKA

000 «KPKA-PYC»

Kon Na: 7€8650 CNYXBA KAYECTBA

MpopykT: Banbcakop® H 80 (BancaprtaH + 143500, Mockosckan o6n..
FmapoxnopoTtuasui) Tabnetkyn, NOKpbITble  © Werpa, yn. Mockosckas. 4. 50
nneHouYHown obonoukon, 80 mr+ 12.5 Mr Tenecpor: +7 (495) 994 70 70/80

Cepwsr 44010520 Tenecpaxc: +7 (495) 994 7078

[JaTta npoussoacTea: 05.2020 NAC NnoPT

[laTa ucTeueHus KAYECTBA

CpOKa roAHOCTU: 05.2025

[aTa: 16.06.2020

Ynakoska: (6nucTep (KOHTYpHanA Aveikosan ynakogeka)) 15 x 2 (nauka
Kap'rOHHaﬂ) CrpaHuua: 3/4
XpaHeHve: MNpu Temnepatype He BbllWe 25 °C, B OPUrMHanNbHOW YyNaKoBKe.
Konu4ecTBo: 60.288 wr.
Ne cepuu aKTMBHOIO D85587,085586,U06332
KOMMNOHEHTA!
Tecr Cneundnkauua Pe3ynkTarhl
YnakoeKka Mo 7, 10, 14 unu 15 TaBneToK B KOHTYPHOI Mo 15 Tabnerok B KOHTYPHOI AYEAKOBOR YNaKOBKE
AYeiiKoBON ynakoske (GnucTepe) u3 (6nmucTepe) U3 KOMGUHUPOBAHHOTO marepuana
KOMBWHUPOBAHHOIO MaTepuana NBX/N3/MNBAX w NBX/NAI/MBAX v honsrv anoMiuHUesoi.
cponbrin anoMuH1UeBsod. Mo 2 KOHTYPHLIE AYEAKOBbEIS YNAKOBKKA (6nucrepa)
Mo 4, 8, 12 nnu 14 KOHTYPHBIX AYehKoBbIX no 15 TabneTok NnoMelLeHkl B NaYKy U3 KapToHa
ynakosok (GnucTepos) no 7 Tabnetok, unu no 3, BMECTEe C WHCTPYKUMEl No NpuMEeHEeHWIo.
6 WK 9 KOHTYPHBIX AHERKOBLIX YNakoBoK
(Bnncrepos) no 10 tabneTok, unu no 2, 4, 8
WM 7 KOHTYPHbIX AMEAKOBbIX YNaKoBOK
(6nucTepos) no 14 TabneTok, wan no 2, 4 unn 6
KOHTYPHbIX AYEHKOBLIX YNAKOBOK (6nuctepos) no
15 TabneTok NOMELAIoT B NaYKy 13 KApToHa
BMECTE C MHCTPYKUUE# N0 NpUMEHEHIIO.
MapkvpoBka Ha nepewdHOli ynakoBke (KOHTYPHOW A4eikoBO# Ha nepBuqHOR ynakoske (KOHTYPHO! A4enkoson

ynakoBKe) yKa3sIBaioT.

TOproBoe HauMeHoBaHWe npenapara ¢
npeaynpeAnTENLHON mapkupoBKoi ®,
rpynNMpOBOYHOE HAUMEHOBEHWE, NeKapcTBEHHYO
chopmy, AO3UPOBKY, TOBApHLIA 3HaK (Ha NaTUHULE)
thUpMBI-NPOU3BOANTENA, HOMEP Cepuy, CpOK

TOProBOE HaWMEHOBaHWe npenapara ¢
npeAynpeauTensHoA mapkupoekoi ®,
rpynnWpOBOYHOE HaVMEHOBAHUE, neKapCcTBEHHYO
dopmy, AOIUPOBKY, KONUYECTEO TabneTok B
ynaKoeke, HadeaHue AERCTBYIOLNX BeWecTa | nx
konuuecTso B 1 TabneTke, «BcnomoratenkHbIe
BeLecTBa; NaKTo3bl MOHOrWAPaT W APYTYe,
yKa3aHHbIE 8 UHCTPYKLMY NO MpvMEHEHKIo», cnocob
npuMeHeruA: «NA Npuema BHYTpbY, ycnosus
oTnycKa, YCNOBUA XpaHEHUA, npeaynpeAvTensHbIe
Hapnucu: «XpaHuTe B HEAOCTYNHOM ANA neten
mecTe», «[pMMERATE N0 Ha3HAUEHHIo Bpayar,
ToBapHbLIA 3HaK (Ha naTuHAue), Ha3saHue, aapec,
TenedoH 1 dakc GupMbI-NPON3BOAUTENA, HOMmep
cepwi, CPOK TOAHOCTW, HOMEP cBWAETENbCTBA HA
TOBAPHbIA 3HAK, PErvcTPaUMOHHBIA HOMED, LUTPUX-
KOAL. NDOU3BOACTBEHHbIV KO/ YNAKOBOWHOO

ynaKkoBKe) yKka3aHo:

Toprogoe HaumeHoBaHue npenapara ¢
npe.u.ynpe.u.menbhoﬁ MapxupoBkoi ®,
rpynnupoBao<HOe HakMeHOBaHMe, neKkapcTBeHHaA
¢hopma, fO3UPOBKA, TOBapHbLIlA 3HaK (Ha nartuHuue)
PUPMBbI-NPOUBBOAUTENS, HOMEP CEpUN, CpOK

roAHOCTH. rO4HOCTH.
Ha BTOpUYHONA ynakoske (nadke KapTOHHOIA) Ha sTOpUHOM ynakoBke (naqke KapTOHHOW)
YKa3blBaKT: yKa3aHo:

TOProBOE HaUMEHOBaHWe npenapara ¢
npeaynpeanTenHoH Mmapkuposkoi ®,
rPYNMNMPOBOYHOE HaUMEHOBAHWE, NekapcTBEHHAanRA
copma, A03NPOBKA, KONUHECTBO TabneTtok B
ynaxoaxe, Ha3saHwe Ael?lCTEyIOLLMX BELEeCTB U 1X
konuuectso & 1 Tabnertke, «BecnomorarenbHbie
SelecTaa; NakTo3bl MOHOTUAPAT W ARYTVE,
yKa3aHHble B UHCTPYKUUK N NPUMEHEHUION, cnocob
npuMeHerus: «[lnsA npuema sHyTpbY, ycnosus
OTNYCKa, YCNIOBUA XPaHEHWA, npeaynpeauTenbHbIe
HajnUeK: «XpaHuTb B HEAOCTYMHOM ANA LeTen
mecrey, «[IPUMEHATL MO HA3HAYEHUIO Bpada,
ToBapHbIA 3HaK (Ha naTWHULE), Ha3BaHue, ajpec,
TenedoH v dakc DUpMbI-NPOM3BOAUTENS, HOMEP
cepuy, CPOK rOAHOCTY, HOMER CcBWAETEeNbLCTBa Ha
TOBapHLIA 3HaK, perucTpauMoHHbIR HOMEP, LITPUX-
KOAd. npOMSBOﬂCTEeHthﬁ KOA YNakOBOYHOro

[anHblli cepTUdUKaT Ha Cepuio UMeeT 3NEKTPOHHYIO NOAMUCE.
CepTucbukaT cO3AaH aBTOMATHHECKN BanuAUpoBaHHOMR KOMMBIOTEPHO CUCTEMOM.



