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OAOQ "®dapmcranzapr-YhaBUTA"
450077, Ya, yn. Xyna#Gepauna, 28
Tmpextop no kauectsy: Ten/daxc (347) 272-35-34, e-mail<ikbashkova@pharmstd. ru>
Hauansunx OKK: Ten/daxc (347) 272-46-14, e-mail<nnmullayanova@pharmstd.ru>
Macnoprt Ne 040000226563
HaumeHoBsaHue npenaparta no HO CynbokamboKanH ®, pacTBOp ANA MHBEKLWHA, 50,4Mr/Mn+49,6Mmr/mn
Homep cepun 020221 Konuuectso NpogyKuuu B cepum (T.ynax) 40,727
[ata npoussopctea 11.02.2021 fogex po 03.2023
AHanU3bl/MCNBITAHWA NPOBEAEHDI B COOTBETCTBMM ¢ H, NCP-008053/08-240720 M3m. Nel
Dara HavmeHoBaHue TpeGosanua HA Pe3ynbTaThl aHaNNM308/MCNbITAHWIA
aHanusa nokKasarenen
15.03.2021 Onucaune Mpo3payHan Cnerka )enToBaTan MUAKOCTb CootseTcTayeT
Mpo3payHan CNerka MenToBatas
MUAKOCTb
15.03.2021 NopAMHHOCTL: XapaKTepHas peakuWa Ha apoOMaTH4eCKue NoareeppaeTca
NpOKauH NepBHUYHbIE aMHHbI:
O6pa30BaHm1e OCa/iKa OPaHHKEBOro LBeTa
12.03.2021 NopnrMHHOCTL: Peaxuya ¢ pacrsopom Bapusa xnopuaa: NoarsepxAaeTca
cynsdorpynna 06pa3oeaHue ocaaxa benoro useta
12.03.2021 NopnuHoCTL: Peakuua ¢ pacTeopom NopTeepwaaerca
cynbhokampopHas 2,4-aUHUTPOdEHUNTUAPA3UHE:
KuCnoTa 06pa30BaHUe 0CaiKa OPaHKeBO-XKENTOro LiBeTa
12.03.2021 Mpo3pavHoCTb Npenapar fonxeH ObiTb NPO3PadYHbIM MNpo3spaueH
12.03.2021 LUseTHOCTb Npenapart AoMKeH BblAEPHUBATL CPaBHEHKWE C BblgepruBaeT CpaBHEHWE C 3Tal0OHOM
3TanoHom Y5
12,03.2021 pH 0714,2p05,8 4,9
15.03.2021 MexaHuueckue B cooTseTcTBrM C TpeboBaHMAMHK OTcyTCTBYIOT
BK/IKOYEHUA: BUAMMbIE
15.03.2021 MexaHu4Yeckue B ogHOM amnyne CpefHee YUCN0 4acTuL 14
BKAIOYEHUA: HEBUAUMbBIE pa3amepom 10 mxkm u Gonee -

He fOMKHO npesbiwate 6000
B 0AgHOI1 amnyne CpefHee YMCNo HacTHL 0
pa3mepom 25 mkm 1 Bonee -
He AONKHO npesbiwarte 600

15.03.2021 PoacTBeHHbIE NPpUMECcH 4-amuHoBeH30HaA kmenoTa - He Gonee 0,5 % menee 0,5 %
aHecTe3uH - He 6onee 0,5 % meHee 0,5 %
cymma npumeceii - He 6onee 1,0 % meHee 1,0 %

15.03.2021 UsBnekaembiti 06beM B cooreeTcTBUM C TpeBoBaHMAMM 2,0 mn

11.03.2021 AHOManbHan MNpenapat fONKeH BbITb HETOKCHUHBIM He ToKcu4eH

TOKCHYHOCTb

15.03.2021 BakTepuantHble He 6onee 175 E3/mn CootsercrayeT

3HAOTOKCHHbI meHee 175 E3/mn

11.03.2021 CTepunbHOCTb MNpenapat AoMKEH BbiTh CTEPUAbHBIM CTepunbHbIA

15.03.2021 KonuuectseHHoe 07147,88 0o 52,92 mr 8 1 mn npenaparta 48,41 mr/mn

onpegeneHwe:
NPOKauH
12.03.2021 KonunyecteeHHoe 0v47,12 no 52,08 mr 8 1 mn npenapara 48,16 mr/mn
onpegeneHune:
CynbokambopHas

KWCNoTa
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Nacnopt Ne 040000226563
Cynb¢cﬁam¢ouamn°, pacTsop Ana UHBEKUMHA,
50,4mr/mn+43,6mr/mn

Cepwun: 020221

Mo 2 mMn Npenapara B amnynbl U3 BecuBeTHOrO
Ccrexna 1 rMApONKUTMYECKOTO knacca. Ha amnyny
HaKNEeUBAKOT 3TUKETKY CAMORNEALLYHOCA. Mo 5 nan
10 amny/ NOMELLAIOT B KOHTYPHYHO AYENKOBYID
YNaKOBKY M3 NAEHKK NONWMBUHKUAXNOPUAHOM W
donbrn an jomuHKeBolt unu es donbru. Mo 1 (no5
wnu 10 amnyn) uam 2 (N0 5 amnyn) KOHTYPHbIE
AaueiKoBble YNaKoBKKU BMecTe C WHCTPYKUMER no
MpUMEHEHWI0 NOMELLIOT B NAYKY U3 KapToHa ana
notpefutenscroi Tapbl. Mo 2 mn npenaparta 8
amnyny NOAUMEPHYHD, W3FOTOBNEHHYIO NO
texHonorum «blow-fill-seal»
«BblyB8aHWe-HaNONHEHWe-TEPMETU3LMAN M3
rpaHyn NOAM3ITUAEHA HU3KOW NAOTHOCTH MapKH
purell MAKM NOAM3TUNEHE BLICOKOTO A3BNAEHUA
(HM3KOM NNOTHOCTH).

Ha amnyny HakNeWBatoT 3TUKETKY
CaMOKNeALLYIOCA.

Mo 2 6noka u3 5 amnyn Bmecte C WHCTPYKLUMER no
NPUMEHEHUIO NOMBLIAIOT B NA4KY M3 KapToHa ANA
noTpebuTeNbCKON Tapbl UK NO 2 6noka 3 5
amMnyn NOMELLAIOT B NaKeT 13 (GONLIMPOBaHHON
nnexku. Mo 1 nakety BmecTe C MHCTPYKLMe#H No
NPUMEHEHWIO NOMELLAIOT B NAUKY U3 KapToHa ANA
nomg_ﬁmenbckoﬁ Tapbl.

CooTtseTcrayeT

Mo 2 M npenapata B amnyny
NONMMEPHYHO, U3TOTOBNEHHYH NO
TexHonorum «blow-fill-seal»
«BblAyBaHUE-HANONHEHWe-TepMETA3aLIM
A% W3 rPaHyN NOAMITHUNEHA HU3KOW
nAoTHOCTM Mapku Purell.

Ha amnyny HakneeHa ITUKETKa
CaMOKNEALLAACA.

Mo 2 6noka 13 5 amnyn emecte €
WHCTPYKLMEH N0 NPUMEHEHWIO
NOMELLLEHbI B NaYKy U3 KapToHa ANA
noTpeBGHUTeNLCKON Tapbl.
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Macnopt Ne 040000226563
Cynbdoramporann®, pacTsop Ana WHBEKLKA,
50,4Mr/Mn+49,6Mr/mn

Cepua: 020221

15.03.2021 MapK1poBKa 1) MepBn4Han yNaKkosKa. CooTBeTcTByeT
Ha 3TMKeTKe amny/ibl YKa3biBaKOT TOProsoe 1) NepBu4HaA yNaxoexa.
HauMMeHOBaHUe npenapata ¢ npepynpeauTenbHOR Ha 2TMKeTKe amnyAnbl yKa3aHbl TOProBoe
MapKUPOBKOW ®, KOHLEHTPAUMIO, obbem B HaWMEHOBaHMWe npenapata ¢
MUAUAUTPAX, HOMED CEPUM, CPOK roaHOCTH, npeaynpeauTeNLHON MapKMpOBKO# ®,
[lONONHUTENBHO HA ITMKETKE amnyNnbl U3 CTERNA KOHLEHTPaLma, 06beM B MUINUAKUTPAX,
YKa3bIBAIOT TOBAPHBIA 3HAK NPOU3BOAUTENA, HOMEp CepUM, CPOK FOQHOCTH.
NeKapcTBeHHY0 hopMmy, bapmaroa. 2) Brop1uHaa yNnaKoBKa.
Ha donbre KOHTYpHOM AYEKOBOM YNAKOBKU Ha nauke yKa3aHbl COKpaleHHoe
YKa3bIBaOT COKPALIEHHOE HAMMEHOBAHNE HauMeHoBaHue
NpeAnpUATHA-NPOM3BOANTENA, TOPTOBOE npeanpUATHA-NPOM3BOANTENA, ero
HaWMeHOBaHWe npenapara ¢ npesynpesuTeNsHOM TOBapHbIW 3HaK, aApec, CTpaHa,
MapKWPOBKOW ®, NeKapCTBEHHYIO bopmy, Ten./daKc, CaitT, TOprosoe
KOHUEHTpauuio, obbem npenapata 8 OOHOMW HaumeHoBaHMWe npenapara ¢
amnyne B MMANUAKMTPaX, KONMYECTBO aMNyn B npeaynpeauTenbHoR MapKMPOBKOH o
KOHTYPHOW AYEAKOBON YNaKOBKe, HOMEP CEPHH, rpYNNUPOBOYHOE HAMMEHOBaHHE
CPOK rOAHOCTH. npenapaTa, NexkapcTBeHHan popma,
Ha nakeTe W3 GONLIMPOBAHHOMA NAEHKM KOHL@HTpauua, 06bem npenapara B
yKa3blBatoT TOProBOE HAMMEHOBAHMe nNpenapata ¢ OAHOM amnyne B MUANUNKUTPAX,
npeaynpeauTenbHOM MapKMpPOBKOW ®, KONMUECTBO amny/ B yNaKoBKe, COCTaB
NeKapcTBeHHY0 GOPMY, KOHLEHTPAUMIO, Ha 1 mn, cnocob eBeaeHnA
KONMUYECTBO amMnyn B NakeTe u3 $OoNLrUPOBaHHON («MOAKOKHO?, «* BHYTPHUBEHHON,
nAeHKM, 06bEeM Npenapara B OAHOH amnyne B «BHyTpUMBILWEYHO»), «CTEPUNBHOY,
MWUANMAMTPAX, HOMEP CePWM, CPOK FOAHOCTH. «MpUMeHATb N0 Ha3HAYEHWI0 Bpaya.»,
2) BTop14Han ynakoBKa. YCNOBMA OTNYCKA, YCNOBUA XPAHEHMUA,
Ha nayke yKasbiBalT COKpaLUEHHOe «XpaHWTL B HEAOCTYMTHOM AR AETERd
HauMeHOBaHWe NPeAnpPUATUA-NPOU3BOAUTENA, ET0 MecTe.», HOMep CepuM, CPOK FOAHOCTH,
TOBapHbIi 3HaK, aapec, CTpaxa, Ten./baxc, calT, DErucTPaLUMOHHBIA HOMED, WTPHX-KOA,
TOproBOe HauMeHOBaHHe npenapara ¢ bapmakoa,.
npeaynpeauTensHOM MapKUpOBKO#A ®, [IONONHWTENEHO Ha NauKy HAHECeHb!
rpyNMNUpOBOYHOE HAMMEHOBaHME NPenapata, cpeqcTsa MASHTUOMKALWM ANA CHCTEMBI
NeKkapcTBeHHY Gopmy, KOHLIEHTPAUMIO, o6bvem MOHMTOPUHIA ABMKEHUA NEKAPCTBEHHBIX
npenapara B O4HOH aMNyNE B MUNAUAUTPAX, npenapaToB ANA MeAULMHCKOTO
KOMMUECTBO aMNyN B YNaKOBKe, COCTaB Ha 1 mA, NPUMEHEHMA.
cnocob seeagHUA («[1OAKOXKHO®, «* LlononHWTeNnbHO Ha nauke C
BHYTPUBEHHO», «Bny'rpuMblmeuHon), NOAUMEPHBIMK aMMYAaMK pasmelleHa
«CrepunbHO», «MPUMEHATL NO HAa3HA4eHUI0 rpaU4ecKan MHCTPYKLMA NO
Bpaya.», YCNOBUA OTNYCKa, YCIOBUA XPaHEHHA, NPUMEHEHMIO.
«XpaHWTb B HEQOCTYNHOM ANA neTeit mecte.»,
HOMEP Cep1M, CPOK FOAHOCTH, PErucTPaLCHHbIM
HOMep, WTPUX-KoA, GapMaKoa.
[ONONHUTENLHO Ha Na4Ky MOTYT HAHOCUTLCA
cpeacTsa MaeHTUOUKALMK ANA CUCTEMB!
MOHUTOPMHIA [l BUNEHWA NEKAPCTBEHHBIX
npenapaTtos ANA MEAHUMHCKOTO NPUMEHEHUA.
JIONONHWTENBHO Ha Nayke ANA amnyn
NOAMMEDHBIX PAa3MELLAIT rpadHueckyio
WMHCTPYKLMIO NO NPUMEHEHUIO.

15.03.2021 XpaHeHune MNpwv TemnepaType He Bbllle 25°C 8 OPUIMHANbHOM CooTBertcTeyeT
ynakoBke (amnynbi B Nayxe).

15.03.2021 CpOK roHOCTH 2ropa CooTeeTcTByeT

fogen no 01.03.2023

3aknioyenne OKK: flekapcTeHHbIi npenapat CynbhoramdboranH®
cootsercrayet JICP-008053/08-240720 Mam. Nel

, PacTBOp ANA MHBEKUWA, 50,4mr/mn+49,6mr/mn cepun 020221




Bropo# 3amecTuTeNnb
HauanbHWKa oTAena
KOHTPONA KayecTBa:
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Macnopt Ne 040000226563
Cynspokamdorann®, pactsop AnA MHBEKLWH,
50,4mr/mn+49,6Mr/Mn

Cepwsa: 020221

MOANMHHMK 3NEKTPOHHOTO AOKYMEHTS,
NOANMCAHHOTO INEKTPOHHOM NOAMMUCHID, XPAHUTCR B
cucteme IMMC Papmcranaapt
CBEAEHWMA O CEPTUOUKATE 311
Ceptudurat: 02a5c541007dac4fbedecaf8bb2f6d4219

Komy BblaaH: Kosanbuyk TaTbAna AnexceesHa
L.Elea'icmmeneu: ©24.11.2020 no 24.11.2021

S

[laTa BblAaYM1 32KNIOYEHHMA O KauecTse 15.03.2021




