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WHTennekT Ha sawure

OBLIECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKASl ®APMALEEBTUYECKAA ®UPMA «[TOJIMCAH»

AHajuTHYecKHii macmopr Ne 219

192102, CankT-lMetep6ypr, yn. Canosa, 72, Kopn.2, MT.A,
Ten.: 812 710 8225, cdakc: 812 764 6284, e-mail: info@polysan.ru

Hpenapar: UKJIO®EPOH® Ta6.1eTKH, NOKPHITHIE KHIIEYHOPACTBOPHMOii 060.104K0ii 150 Mr

Cepus: 110222
®opMa BBIITyCKa: (xoHTypHas siuelikoBast ynakoska) 20 x 1 (mauka KapTOHHast)
Konuuectso: 56337 yn.

Mara usrorosnenus: ¢espans 2022 r.
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1. Onucanue

Kpyrnbie  nBoskoBbIMyKible TabJeTKH kENTOro  IBETa,
HOKPBIThIE KHIIEYHOPaCTBOPUMOH 060s10uKoii. Ha monepeunoM
paspese sapo KEITOro LBeTa

(BuzyanbHslit, [® PO*)

Kpyrnsie
JIBOSIKOBBIITYKJIBIE
TabNeTKH KENTOro 1BETa,
MOKPBITHIE
KHIIIEYHOPACTBOPUMOi
000J104KO#A. Ha
NIOTIEPEYHOM pa3pese 11po
KENTOro 1BeTa

2. INlomIMHHOCTS:

- aKPUIOHYKCYCHasi KHCJIOTa CrexTpbl TOTJIONMIEHHs HCIIBITYEMOr0 pacTBOpa M pacTBOpa CooTtBeTcTBYIOT
cpaBHenus (b) B obnmactu ot 340 no 450 HM JOJDKHBI HMEThH
MaKCHUMyMbl ¥ MHHHMYMBbI IIPH OJHHX M TEX K€ JUIMHAX BOJH
(Cnextpodotomerprs)
Bpems ynepxuBaHMA OCHOBHOrO NHKa Ha XpOMAaTOrpamMme CootBercTByeT
HCTIBITYEMOTO pacTBopa, HNPUTOTOBJIEHHOTO ISt
KOJIMYECTBEHHOTO ONpENEIeHHs, IOJDKHO COOTBETCTBOBATh
BPEMEHH YIEpXKHMBaHHS OCHOBHOTO IMKAa HAa XPOMAaTOIpaMMe
pactBopa cpaBHeHus (b) (BIXKX)
- METTIOMHUH ITaTHO  PO30BaTO-OpaHXEBOr0  IBETA  MENIOMHHAa  Ha CooTtBercTBYyeET
(N-MeTUITIIOKaMHH) XpOMaTtorpaMMe HCIBITYEMOIO pacTBOpa IO IIOJIOXKEHHMIO,
OKpackeé M BEJIMYHHE [ODKHO COOTBETCTBOBATh IISATHY
MENIIOMKHA Ha XpoMaTorpamMme pactBopa cpaBHeHus (TCX)
3. PactBopeHue 1-1 cTanus — He Gonee 10 % aKpUIOHYKCYCHOM KHCIIOTbI 0
3a 60 MUH
2-s ctanus — He MeHee 70 % (Q) aKpUIOHYKCYCHOM KHCIOTHI 98-100
3a 45 MuH
(C'® PO*, CnektpodoTometpusi B VP 1 BUIUMOIH 0671aCTAX)
4. PoacTBeHHbIe IpUMECH Envnuunas HenaeHTHULIMpOBaHHas IPUMeECh — He GoJiee Menee 0,10
0,20 % (BOXX)
Cymma npumeceii — He Gostee 0,50 % (BDXKX) Mesree 0,10
5. Mukpobuonormdeckas Kateropus 3A (T'D PO¥*)
CooTBeTcTBYET
4HCTOTa
6. OTHOPOAHOCTD AO3UPOBAHHS JlomkeH cooTBETCTBOBaTh TpeGoBaHusaM (' PD*) CooTtBercTBYET
AV=228
7. KonuuectBeHHOE
oIpeJeseHue:
- aKPUAOHYKCYCHAs KUCJIOTa Or 142,5 mr g0 157,5 mr C15sH;1NO3 150,1
(axpuaoHyKCyCcHOM KHCIOThI) B Tabsetke (BIXKX)
- METJIFIOMUH Ot 131,4 mr go 160,6 mr C7H17NOs 150,4
(N-MeTUNrIIOKaMHH) (MermomuHa) B TabeTKe (THTPUMETPHS)
8. YnakoBka ITo 10 wmm 20 TaGneTok B KOHTYPHYIO s9eMKOBYIO ynmakoBky w3 | [lo 20 TaGnetox B

INIEHKH TOJUBMHHUJIXJIOPUAHOW U (ONBrH aTIOMUHMEBOH s
YHaKOBKH.

1 KOHTYpHyIO SA4eiiKOBYIO ymakoBKy mo 20 Tabierok, 1 wiu 5
KOHTYDHBIX SYEMKOBBIX yMakoBOK mo 10 TaGieTox BMecTe c
UHCTPYKLUHEW MO0 MEIMUMHCKOMY NMPHUMEHEHHIO MOMEIIAIOT B
NavKy M3 KapToHa.

JUtsl KOHTpONsl TepBOrO BCKPBITHA GOKOBblE KJIANAHBI TA4YKH
MOTyT OBITb 3aKJ€eHbl OSTHKETKaMH. Ilayku MOryT OBITh
CTPYNNHUPOBaHbl B 0GaHOEPOIH TEPMOYCAIOYHOM TIUIEHKOIL.
ITayku viiv GaHneponH MOMEIIAIOT B IPYIIIOBYIO Tapy.

KOHTYDHOH  sS4eiKOBOM
YNaKOBKE U3  IUIEHKH
MOJIMBUHWIIXJIODUIHONH U
Gonery  aTOMHUHUEBOM
JUISL YTIaKOBKH.

1 KoHTypHas s4eikoBas
ynakoBka 1o 20 Tabierok
BMECTE C MHCTPYKLUEH 10
MEIULIUHCKOMY
NIPUMEHEHHMIO NIOMEIIIEHA B
Na4yKy U3 KapToOHa.
Tpe6oBanus HI
co6IoneHbI.
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9. MapkupoBka 1) IlepBu4Has ynakoBka 1) [epBuyHan ynakoska
” o i Ha  KOHTypHOH  suelKOBOM
Ha  KOHTypHOH  s4eHKOBOH  YNAKOBKE  YKA3BIBAIOT: | yhaxosxe yKasaHs:
HAaUMCHOBAHHUEC NMPOU3BOAMUTEIA, €TI0 TOBaprIﬁ 3HAK, TOPrOBO¢C | HAHMEHOBAHWE MNPOM3BOAMTENA,
. | ero TOBapHBIH 3HaK, TOProBoe
HaAaUMEHOBAHHUE npenapara C npeaynpeauTeIbHON aNeHORARTTe

MapKHUpOBKON®, JieKapCTBEHHYI0 (OpMY, NO3HPOBKY, HOMEp
CepHH, CPOK FOAHOCTH.

2) BropuyHas ynakoBKa

Ha mauyke yka3blBAalOT: HAaWMEHOBAHWE INPOMU3BOJMTENS, €ro
TOBapHBIM 3HAK, agpec, Tell./(akc, TOproBoe HaHMEHOBAHHE
mpenapaTa €  IpeXyNpeAMTENbHON  MapKUpOBKOH  ®,
rpYNNUPOBOYHOE HAWMEHOBAaHME TMpernapaTa, JEKapCTBEHHYIO
(dhopMy, IO3HMPOBKY, COCTaB Ha OJHY TalJETKy C YyKa3aHHEM
HAUMEHOBaHWS ¥ KOJIMYECTBA JEHCTBYIOIIEr0 BELIECTBA,
niepeyeHb BCIIOMOTATENbHbBIX BEIIECTB, KOJMYECTBO TabJIETOK B
ynakoBKe, «XpaHUTb B HEJOCTYITHOM Ul AeTeif MecTe», «Jlid
B3POCNIBIX M JieTell ¢ 4 Jer», YCIOBHS XpaHEHHUs, HOMED
PETHCTPAllMOHHOTO  YIOCTOBEPEHHS, HOMEP CEpUH, CPOK
TOTHOCTH, YCJIOBUS OTITYyCKa, CIOCOO NPHAMEHEHHsI, ITPUXOBOH
ko EAN-13, nononautenshsie Hagnmucu: «J1J15 B3POCJIbIX U
JIETEX 4+», JIEUEHUE U IIPO®PUIJIAKTUKA T'PUIIIIA U
OPBW», papmakon (pharmacode).

Ha nauke, copeprxaieii 1 KOHTYpHYIO S4EHKOBYIO YIIAaKOBKY I10
20 TabneTtok WIHM 5 KOHTYpPHBIX SYEHKOBBIX YMakoBOok mo 10
TabJIETOK, IOTOJHUTENFHO HaHeceHa rpaduyeckas cxema
«ITPUEM TIPETIAPATA TIPU JIEUEHUU ['PUIITIA/OPBH».
JlomyckaeTcsi HaHECEHHE CPeICTB UACHTU(DHUKALUM U1 CUCTEMBI
MOHHUTOPHHIA JIBI)KEHUS JIEKAPCTBEHHBIX IIPENApaToB.

npemapara ¢
TIpeayNpeAUTENbHOR
MapKHpOBKO# ®, JleKapCTBEeHHas
¢dopma, 103MpOBKa, HOMEp CEPHH,
CPOK FOJTHOCTH.

2) BropuuHas ynakoBka

Ha navke YKa3aHbl:
HaWMEHOBAHHE MPOH3BOAMTEINA,
€ro TOBapHBIH 3HaK, ajpec,
Ten./dake, TOProBoe
HAaNMEHOBaHHE Iperapara ¢
TpeTyNpeANTENbHOH
MapKHPOBKOMH ®,
TPYNIHMPOBOYHOE HAUMEHOBAHHE
npenapara, JIeKapCTBEHHAA
¢dopma, n03MpOBKa, COCTaB Ha
onHy Tabnerky ¢ yKa3aHHeM
HAaNMEHOBAaHHA M  KOJHYECTBA
JIEHCTBYIOIIETO BEIIECTBA,
nepeueHb BCTIOMOTaTe/IbHBIX
BEILECTB, KOJIMYECTBO TabIeTOK B
YIIaKOBKe, «XpaHHTH B
HEJOCTYITHOM JUIA JIeTeH MecTe»,
«Jlns1 B3poCHIBIX M AeTeit ¢ 4 net»,
YCIOBHS ~ XpaHEHHA,  HOMep
PErHCTPALHOHHOTO
YAOCTOBEPEHHsS, HOMED CEpHH,
CPOK FOJIHOCTH, YCJIOBHS OTITyCKa,
€noco® NMpUMEHEHHUs, IITPHXOBOH
kox EAN-13, nomonnutensHsie
nagmucu: «JJJIS1 B3POCJIBIX U
JIETEM 4+», «JIEYEHHUE U
TTPOOUITAKTHUKA TPUIIIIA U

OPBU», dapmakon
(pharmacode).
Ha  mauke  JONONHHMTENBHO

HaHeceHa rpaduueckas cxema
«TPHEM TIPEIIAPATA TIPH
JIEYEHWH I'PUTIIIA/OPBW».
Hanecennt cpeacTea
HACHTH(GUKALMH UIA  CHCTEMBI
MOHHMTOPHHIa JIBHDKEHHA
JIEKapPCTBEHHBIX NPENApaToB.

10. YcnoBus XpaHEHHS U MepBI
IPEIOCTOPOXKHOCTH

B 3amMImEHHOM OT CBETa MECTE IPH TEMIIEPATYpE HE BBIIIIE
25°C

B 3amuménHOM OT cBeTa
MeCTe MPU TeMIepaType
He BbIme 25 °C

11. Cpok rogHocTH

2 roga

2 roma

* - neiicTBytoiee u3nanue ['ocynapcrseHHoit @apmakoneu Poccuiickoit ®enepanyu
3akmroueHue: coorserctByet TpeGosanusm HJI P N001049/02-081018, M3m. Ne 1

Jara Bbiaaun nacnopra: 09.03.2022

3aBenyromumidi KAHJI
Hauansauk OKK

JlMpekTop Mo KauecTBy
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