i MEAWNCOPB

AO «Meaucop6», 614101, Poccus, MepMckuit kpan, r.0. MepMCKuiA,
r. Mepmb, yn. MpuyanbHas A1 B, k.1
Tenedor/dakc: (342) 259-41-41, 259-41-47

E-mail: info@medisorb.ru

HaumeHosaHue

Homep cepwv 410901125
KonuuecTso NpoAyKUuM B CEpUA 24 987
[laTa npovu3BoACTBa 10.11.2025
[ara Bblfaqu nacnopra 25.11.2025

PervicTpaLvioHHOe yAOCTOBEepeHne
LiTpux-ko4

AHanu3 BbINONHEH NO

4603182007926

MNacnopt Ne 90

Topacemua, Mepavcop6 Taénetkv 10 mr Ne30

M-Ne(000767)-(PT-RU)

HAO IN-Ne(000767)-(PM-RU)-230424, nocregosatensHocT 0004, CM-06.041 sepcus 4

dopma cornacHo
M.09-CTO-06.02

Ne n.n. HaumeHoBaHUe rnokasarenei Tpe6osanusa HO PesynuraThl aHanusa
BuayarnbHsiii, T PO. Kpyrrsie NNOCKOUMUHAPUYECKne CootBetcTayeT. Kpyrrble NocKOLMNuHApUIeckue
1 Onucanue TabneTkv 6enoro wnu no4Ty Benoro LiBeTa, ¢ PUCKOV C OfIHOM | TaBneTku 6enoro LBETa, C PUCKOV C OAHOW CTOPOHbI
CTOPOHbI 11 acKoli C ABYX CTOPOH 1 dackov C ABYX CTOPOH
Yo-cnektpodoTometpus, Mo PO. Yd-crekTphbl NOrnoLeHns E;’:‘:Tp);:‘n?r?' zgﬂe;pb:;:;go?i::: P
VCMbITYEMOrO pacTeopa v pacTsopa CTaHAapTHOro obpasua | g asﬁa (CO)pTo acepmw ap 5 oGanm o-rnz 4% 10
2 |WperTudukaumns (CO) Topacemuaa s oGnactu ot 240 A0 340 Hu AOMKHEI 348 HM UMetoT M;KCVIM nf 1 MUHAMYM NOTMOLLEHNS
VMIMETb MaKCUMYM Y MUHIMYM MOTNOLLEHIS MPY ORHIX U TEX o py ) o hu s 1 Tex ke nXHax i (yaa en =
e ANVHaX BonH (pasaen «KonuuecTseHHoe onpeAeneHue. «aonnqecraenuoe :tn S HEHEHie IF\)A ef:)
MeToa Yd-CrieKTpothoTOMETPUN») PeA . A
Y®-CneKTpohOTOMETPUM»)
B3XX, T Pd. Bpems yAepXuBaHNs OCHOBHOTO nvika Ha s::(pée}f;“:Bz;:Tgfe:;Mﬁqss:‘KSTsaxgrzc'*;’:::;c‘a
XPOMATOrpamme UCr5ITYEMOro pacTeopa A0mKHO coomercfa o gmenu ph )K%BaHIAH r?uxa P
COOTBETCTEOBATL BPEMEHY YAEPXKUBAHUS VKA TOPACEMUAA | hacemy, Z i f oma‘ro!‘uaname acsopa CO
Ha xpomarorpamme pactsopa CO Topacemuaa (paspen Togacemmﬁa (pasZen «Koguqemﬁenﬂoep
«KonuuecTseHHoe onpepeneHue. Me BIXKX»
peAsHe! o BI ) onpegenexve. Metog B3XX»)
3 OnpeaeneHe BCrioMoraTensHbIX BELECTE (vanbk), % |T® Po. He Gonee 3,0 2,9
Yo-cnektpocoTomerpus, Id PO. He meree 75 (Q) 99,01
4 PacTBopeHue, % Topacemuaa uepes 45 MuHyT OT HOMWHAMBHOrO COAepPXaHna
LeicTByloLLero BellecTsa
5 Mpumecy, % B3XX, [® PO. Mpumecs A - He Bonee 0,20 He oGHapyxeHo
Mpumeck B - He Gonee 0,60 Menee 0,10
EAVHAYHas HenAEHTUVLMPOBaHHAS npuUMecs - He Bonee Menee 0,10
0,20
Cymma npumecedt - He Gonee 1,5 Mewee 0,10
Yo-cnektpocotomeTpus. Criocob 1 T® P®. B cootsetcteun |AV=569  (n=10)
6 HOCT W % ¥ '
O[HOPOLHOCTL EAUHUL AO3MPOBAHNS, 7o ¢ TpeGosaHmsMM, AVS15,0
orpkeH BblAEpXMBaTL TpeboBaHns T'® PO, kateropus 3A/  |Boiaepxusaet
Mukpo6uon cToTa A
¥ HinpatHETINEIERRN Hiee ®EA3C 2.1.6.6., PEASC 2.1.6.7., PEASC 2.3.1.2.
- . 1
8 KonuuecTBeHHOE onpeAeneHie, mr/tatn. Yo-criekrpocpoTomeTpus, I'® PO 079,040 110 .87
TOpacemMWAa, CHMTasi Ha CPeAHIOo Maccy TabneTku
" o 10 TaBRETOK B KOHTYPHOI S4EKOBOM YNakoBKke
K ) eKOBYHO YNaKoB N ~
Mo 7,10 14 TaGneoc s omypie ishOBIo VP10t s renvsmmrOpAl 1 Gy
9 Onucaxue ynakosku neyaTHol NakupoBaHHOM p1 2,3,4,56,7,89un10 ANOMMHEBO/! NEJaTHO N1aKkuposarHoA. 3
y KOHTYPHbIX SNEF;IKOBbIX ﬁaéosiox’ Bn‘net":re' c'w-;c-r Kuvie no KOHTYPHBIE AUEYiKoBbIE yNaKoBkit o 107720neTOK
Me, v)( leHCKOM n MMeH);HV!IO nomeLyaioT B naukpyxa TOHHYIO BMECTE C UHCTPYKUUEH 11O MEAVLITHCKOMY
A yap Y Kap: Y NPYMEHEHVIO MOMELLEHbI B NaYKy KApTOHHYIO
CoorseTcTayeT. MNepeuyHas ynakoska
MepsuyHas yNakosKka NekapcTseHHOro npenapara. Ha nekapcTeeHHoro npenapara. Ha KOHTYPHO
KOHTYPHOIA SiYE/iKOBOI yNaKoBKe yKasbiBaoT noroTun AYEIKOBOM YNaKoBKE YKasaHbl foroTun Aepxarens
JAepaTens PerucTpaLOHHOTO YA0CTOBEPEHNA, TOprosoe PETVCTPALIMOKHOrO YAOCTOBEPEHUS, TOProBOE
10  {MapkwvipoBka HauMeHOoBaHMe NEKAPCTBEHHONO Npenapara, MexAayHapoaHoe HauMEeHOBaHWe NeKapCTBEHHOrO npenapara,

HenaTeHTOBaHHOE HaVMEHOBaHIE NIeKapCTBEHHOTO npenapara
Ha PyCCKOM Y @HTMIACKOM Si3bIKaX, 03MPOBKY, HOMEP Cepul,
[Ty UCTEUEHISt CPOKA FOAHOCTY

MEXAYHaPOAHOE HEMaTEHTOBaHHOE HaUMEHOBaHIE
leKapCTBEHHOrO Mpenapara Ha pycckoM v
2HITIUACKOM Si3blKax, AO3MPOBKA, HOMEP cepun, AaTa

WCTEYEHUs CcpoKa rogHOCTU
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BTopudHas ynakosKa NekapcTBEeHHOro npenapara. Ha nauke
yKasbIBaKT HaUMeHoBaH!e Aepxarens PErUCTPaLIMOHHOTO
YAOCTOBEpEHHs:, noroTun, HOPUANHECKWI aLPec,
TenedoH/thakc, aapec caiita B VIHTEpHETE, Toprosoe
HaVMEeHOBaHVe NeKapCTBEHHOTO Npenapara, MexayHapoAHoe
HenaTeHTOBaHHOE HaVMEeHOBaHWE Ha PYCCKOM v aHMMUACKOM
A3blkax, NeKapCTBEHHYI0 hOpMY, AOSVPOBKY, HaUMeHoBan!e
Vi KONWYECTBO AeiiCTBYIOLLEro BeLecTea B ofHoi Tabnetke,
KONMUYECTBO TaBreToK B ynakoske, «[ns npuema BHyTpbY,
«pUMEHSTD MO HA3HAYEHWIO BpaYa», «XpaHuTb B
HEAOCTYNHOM ANs AETEN MEcTe», «[penapar coaepxuT
NaKTO3y», YCIOBUS XPaHEHs, YCIOBUSA OTnycka,
PEervICTPaLMOHHBIY HOMEP, HOMEP Cepuu, A3TY ucTeueHus
CpOoKa rofiHOCTH («roAeH [10»), LUTPUXOBO KOA. MpUMeyaHue:
[lata npou3BoacTBa (Mecsu, ro4,) BKIKOYEHa B HOMEp cepuu.
[lonyckaeTes HaHOCUTb LUPUETOM Bpaiins MexAyHapoaHoe
HenaTeHTOBaHHOE HauMEeHOBaHVe NekapCcTBeHHOMo
npenapara, A031poBKY. [lonyckaeTcs pasmeLleHue
thapmakoga. [lonyckaeTcsi pasMeLLeHie CpeacTsa
VWAEHTUMKALWIN B BIAE ABYXMEPHOTO LUTPUXOBOTO KOAA c
aybnupytowed TEKCTOBOM MHOpMaLmed, BKMIONaKOLLEN
TioBanbHbI MAEHTUDVNKALMOHHBIV HOMEP TOPTOBOV EAVHULIE!
(GTIN), Homep cepuy, AaTY UCTEUEHNs Cpoka FOAHOCTHU
(«ropeH Ao»), VHAVIBUAYaNBHbIN CEPUiHBI HOMEP TOproson
eavHuUbl (CH). Ha navke ans KOHTYPHO SUE/KOBOW YNaKoBK/A
LONYCKAETCs pasMeLLeHVe CBEAEHNI O 3aKasuVKe:
«[pouseeAeHo no 3akasy 000 «KpoH»», HOMEp TOBapHOro
3HaKa ¥ NIOFOTHN, COAEPXaLLyii HAaANMCh «apMOHM dapm».
HoMmep cepuy v 4aTa UCTEHEHIUs CPOKa rORHOCTY MU UX
Hanuuuv B AyGrvpytoLLed TEKCTOBOW UHGOpMaLMn
KOHTPOMbLHOTO (MAEHTUMVKALIIOHHOrO) 3HaKa OTAEMBHO He

CooTBeTCTBYET. BropuyHas ynakoska
nekapcTBeHHoro npenapara. Ha nauke ykasaHbl
HauMeHOoBaHWe LepXaTens PerncTpauroHHoro
YAOCTOBEPEHS!, NIoroTun, 1OpUANYECKUA aapec,
TenedoH/cakc, appec caiTa 8 VHTepHeTte,
TOProBoe HauMeHOoBaHE NEeKapCTBEHHOTO
npenapara, MeXAyHapOAHOe HenaTeHToBaHHoe
HaUMEHOBaHWE Ha PYCCKOM W aHITIMACKOM 5i3bliKaX,
nekapcTBeHHast opMa, A03MPOBKa, HaNMEHOBaHNE
i KONWYECTBO AeVCTBYIOLEro BELECTBa B ofHow
TabneTke, KONMYECTBO TabNETOK B yNaKoBke, «ans
npviema BHYTPb», «TPUMEHSTE N0 Ha3HaueHWo
Bpaya», «XpaHuTb B HEAOCTYNHOM ANA nervei
mecTe», «[penapaT COAePXUT NaKTo3y», yCnosus
XpaHeHusl, yCrioBust OTRyCKa, perycTpaLMoHHbI
HOMEP, LUTPVXOBOV KOA. [lata Npou3BoACTEa
(MecsiL, rOf) BKIKOUEHa B HOMEp CEpuut. LWipudpTom
Bpaiins HaHeceHs! MeXayHapoAHoe
HEenaTeHTOBaHHOE HaVMEHOBaHNE TeKapCTBEHHOM
npenapara, A031pOBKa. Pa3meLLeHo CPEACTBO
UAEHTUDUKALWUY B BUAE ABYXMEPHOTO LLTPUXOBOTO
Kopa ¢ ayGnupytoLiei TEKCTOBOW MHOPMaLEd,
BKMIOMatoLLet rnobanbHbli UAEHTUDVKALIMOHHBI
Homep Toprosoil eavHULL! (GTIN), Homep cepuu,
ATy VICTEYEHNS CPOKA FOAHOCTY («FOAEH nov),
VHAVBUAYanbHbIV CEPUiHBIA HOMEP TOprosow
eauHuubl (CH)

HaHOCATCA
11 |Ycnosws XpaHexus TMpy Temneparype He Boiwe 30 °C CooTseTcTByeT
12 |Cpok roaHocTH (CpoK XpaHeHNs) 3roaa CooteeTcTBYET [o 30.11.2028

Sawniouenme OKK: 0004, CM-06.041 Bepcus 4 no NpoBepeHHbIM nokasarensm
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TpaHCropTUPOBATb B 3aKPLITHIX TPAHCMIOPTHLIX CPEACTBAX UK B KOHTeWHepax, 0BECneunBaIoLLX 3aLUVTY OT BO3AGHCTBIURA COMHENHBIX nyqew,

TpaHcnopTUpoBaTh:! 2
aTMOCEPHBIX OC2AKOB, 3ArPASHEHVS VAI0BPEXIEHIS TPaHCMOPTHOM Tapbl.
KayecTso npenapara rapaHTuposaHo, me-cng\x‘a\ro oCT# npvi COGMIOAEHINNA YCTIOBUY XPaHEHUS 1 TPAHCNOPTUPOBAHMS
P WBUny /N, /]
HavansHuk OKK “o’,{é AL—> Hasaposa U. A.
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