UHTennekT Ha sawure
300pOBbA

NOJINCQOH

OBLLECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHOJIOTMYECKAA ®APMALIEEBTUYECKASI ®UPMA «MOJIMCAH>

192102, Cankr-Metep6ypr, yn. Canosa, 72, Kopn.2, AuT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info®@polysan.ru

AnanuTnveckuii nacnopr Ne 1263
Hpenapar: IUTO®JIABUH®, pacTBop /i BHyTPHBEHHOTO BBeIeHHS

Cepus: 15541221 P N003135/01
®opwma Beimycka:  (amiyna) 10 v x 10 (mauka kapToHHAas)
Konnuectso: 2842 ym.
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1. Onucanue

TIpo3payHast )KMAKOCTb XKENTOro LBETa
(BusyansHslit Merog, [ PO*)

IIpo3pauHas xuakocTh
XKENTOro 11BETa

2. ITomIMHHOCT:

- BUJUMBIC MEXaHHYCCKHE BKIIIOYEHHUS

- HCBUIUMBIC MEXAHHYECKHE BKIKOYECHHUS

(I'® PO*, BusyansHbiit)
Cpennee uncino yactuy pasmepoM 10 MkM 1 GoJiee He T0KHO

= pHﬁO(bHaBI/IHa (bOC(baT HaTpHs CheKTp NornomeHns HCIBITYEMOro pacTBopa, CoorBercrByeT
NPUTrOTOBJIEHHOTO JUIA KOIMYECTBEHHOTO ONpeE/IeIeHHs,
TIOTY4EHHBIH Ha CIIEKTPO(OTOMETpE B KIOBETE C TOMIMHOIM CJI0A
10 MM B 06nacTu ot 300 10 550 HM LODKEH UMETH MAKCHMYMBI
npu (445+2) um 1 npu (373+2) um (CrextpodotomeTphs)
Ha xpomarorpamMmax HcrbITyeMoro pactBopa J0/DKHBI
TNPHCYTCTBOBATh IBA OCHOBHBIX ITHKa, COOTBETCTBYIOMIHX I10
- SIHTapHas KHCJIOTa BpPEMEHaAM YEpPXKUBAHUA [TMKaM HHO3MHA M HUKOTHHAMMA
- METCTIOMUH (cnexTpodoToMETpHUIECKOE ETEKTHPOBAHHE NPH 254 HM), H CooTBeTCTBYIOT
JBa OCHOBHBIX MHKA, COOTBETCTBYIOLIMX 110 BPEMEHAM
= MHEOAMH YAEPXKUBAHHs NUKaM SHTAPHOM KUCIIOTHI M MEMTIOMHHA
- HUKOTHHAaMH (pedpakToMeTpHUECKOE ACTEKTHPOBAHHE), HA XPOMATOrPAMMax
pacTBopa cpaBHeHHs (a) (BOXKX)
3. IIpo3pauHocTh HoxeH 66T Tpo3pauHbiM (I'D PO®) ITpo3paunslii
4. pH Ot 6,0 1o 7,0 (D PO, NOTEHLIMOMETPHYECKH) 6,7
5. U3BnekaeMblit 06bEM, MIT He menee nomunansHoro ([P PO*) 10,0
6. MexaHuueckue BKIIOYEHHA
Jlo/bKeH COOTBETCTBOBATh TPEGOBAHUAM CootBercTByeT

10 MxM 1 Gonee — 614
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H11C-KO-2000-0160 «Konrpois 11pou3BeieHHO# MpoayKimuy, sepeus 10. Jara BBenenus: 10.03.2021

npessimate 6000 B 01HO#M aMITyJie, a CpeiHee YHCIO YaCTHIL Ha amnyny
pasmepom 25 MkM H GoJiee He I0DKHO TpeBbinaTh 600 B 0HOM 25 MM H Gonee — 19
amnysie (T® Pd*, meton 1) Ha ammyny

7. PoncTBeHHBIE MPUMECH:

- TUIIOKCAHTHH, I'YaHO3HH CymmapHoe coznepixanue He 6onee 3,0 % ot 0,4
HOMMHAJILHOT'O COAEP)KAaHHUS HHO3HMHA (B3XX)

- HUKOTHHOBAs KUCJIOTa He Gosee 3,0 % ot HOMHHANBHOTO ComEpKAHMS 0,2
HHKOTUHAMUJA (BIXX)

- HEMIEHTHQHLMPOBAHHbIE IPHUMECH CyMMapHoOe coiep)xaHue 0T CyMMBI TUTOIIaIei 0,04
TMUKOB HUKOTHHAMHK/a ¥ HHO3WHA HE [OJKHO
npeBeimath 2,0 % (BXKX)

- moMHu(IaBuH He Gonee 0,20 % oT HOMHHAIBHOTO COEPXKAHHS 0
pubodnasuna octara HaTpus (BIKX)

8. bakTepHanbHbI€ SHIOTOKCUHBI IlpenensHoe conepxaunue He 6onee 17,5 ED/mn Mesnee 17,5

(IT'D PO*, meTon A)
9. CrepwibHOCTH JlomkeH GbITh CTEPHIILHBIM CrepubHbIi
(T PM*, meron MeMbparmioii L Tparyn)

10. KonmuectBeHHOE onpeneseHue ot 0,0018 mo 0,0022 r/mn C17H20N4NaOoP 0,0019
(pOuduiasnna Puididrd Harpus)
(Cnekrpodoromerpus)
ot 0,090 o 0,110 r/m1 CsHeO4 0,099
(anTapHo# KHCIOTHI) (BDXKX)
ot 0,1485 10 0,1815 r/mn C7H17NOs 0,1638
(mermomuHa) (BOXX)
ot 0,0180 no 0,0220 r/mn C10H12N4Os 0,0197
(vroRuHA) (RAXKX)
ot 0,0090 1o 0,0110 r/Ma CsHsN2O 0,0099
(uMkoTHHaMHKna) (BDXKX)
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11. YnmakoBka

ITo 10 Mx1 B amIyJibl KOpDHYHEBOTO CTEKJIA.

Ha aMnyy HakJIEMBaIOT 3TUKETKY CaMOKJIESILYIOCS.

ITo 5 ammys1 NOMELIAIOT B KOHTYPHYIO AYEHKOBYIO
YMaKOBKY U3 IUIEHKU MONUMEpHO#. KoHTypHY10
SYESUKOBYIO YIIAaKOBKY TEPMOCKJICHBAIOT C IUIEHKOH
MOKPOBHO# Wi (OIBroH aTOMUHUEBOMH, UITH OCTaBIISIOT
OTKPBITOMH.

1 uM 2 KOHTYpHBIE TYEHKOBBIE YITAKOBKH BMECTE C
HUHCTPYKLMEH 10 NPUMEHEHHIO TIOMEIAIOT B KAPTOHHYIO
Mayky.

JI71s KOHTpOJISl IEPBOTO BCKPHITHS GOKOBBIE KJIaNlaHbl
MayKy¥ MOTYT OBITH 3aKJICEHBI C IBYX CTOPOH 3TUKETKaMH
W TEPMOCKJIEEHBI.

Tlo 10 mn B ammynax
KOPHYHEBOTO CTEKIa.

Ha amnyny nakneena
ITHKETKA CaMOKJIEAIAACA.
Mo 5 amMmyn noMemeHsl B
KOHTYPHYIO YEHKOBYIO
YNaKOBKY M3 IUIEHKH
nommMepHoit. Koutyphas
sTYeHKOBas yIaKoBKa
TEPMOCKJIEEHA C TUIEHKOH
TOKPOBHOH.

2 KOHTYPHBIX TYEHKOBBIX
YNIaKOBKH BMECTE C
MHCTPYKLHMEH 1Mo
MPHMEHEHHIO NIOMEIIEHbI B
KapTOHHYIO MauKy.

12. MapkupoBka

1) IlepBHyHas ynakoBKa

Ha ammynax Ha caMOKJIEAIIENCS 3THKETKE YKa3bIBalOT:
TOBApHBIH 3HAK MPOH3BOAHMTENS, TOProBOE HAMMEHOBAHHE
JIEKapCTBEHHOIO Mpemnapara ¢ NpeaynpeanTeNbHOM
MapKupoBKo# ®, 065EM B MUIUTHIIMTPax, COIEPKaHHE
JIEHCTBYIOIIMX BEIIECTB, HOMEP CEPHH, CPOK FOHOCTH,
JIEKapCTBEHHYIO (hOpMY, OMycKaeTcs HaHeceHHe apmakoaa
WJIM TEXHOJIOTHYECKOM METKH.

Ha ammynax nomyckaeTcst HalTM4YHe LBETHBIX KOJELL.

2) IIpomexyTo4YHasl yNaKOBKa

Ha nnéHke noKpOBHOH yKa3bpIBalOT TOBApHBIH 3HaK
npousBoautens. Ha osbre amoMHHHEBO# yKa3bIBAIOT:
TOBApPHBIH 3HAK MPOU3BOIUTENA, HOMEP CEPHH, CPOK FOHOCTH.
3) BropuuHas ynakoBka

Ha nauke yka3piBalOT: HAUMEHOBaHHE MPOU3BOJNTETIS, ETO
TOBApHBI 3HaK, aJipec, Ten./(akc, TOpropoe ¢
NpeayNnpeanTenbHON MapKHPOBKO# ® U rpynnmupoOBOYHOE
HAMMEHOBAaHHS JIEKapCTBEHHOTO NPENaparta, JIEKApCTBEHHYIO
(opmy, 00BEM NpenapaTa B MHJUTHINTPAx, COCTaB, YCIOBHS
xpaHeHus, «[IpIMEHATh N0 Ha3HAYEHHIO Bpaua», «XpaHHUTh B
HeJaocTynHoM Juis aeteit mecte!», «CTEPUJIBHO», ycnosus
OTITyCKa, Crioco0 MPUMEHEHHUS, HOMEP PETUCTPALHOHHOrO
YIOCTOBEPEHHUS, HOMEP CEPUH, CPOK FOJHOCTH, KOJIHYECTBO
aMmmys B ynakoBke, mTpuxoBo# kog EAN-13, dapmakon

(pharmacode), rpaduueckoe u3obpaxeHue ammysisi &,
NHMKTOrPaMMBl, pacuingpoBKa MMKTOrpamMM

«‘ nexapctBeHHas popma PACTBOP 1A
BHYTPUBEHHOI'O BBEJIEHH»,

« = cnoco6 npumenennss BHYTPMBEHHO KATIEJIbHO B
PA3BEJIEHHWW»,
s

« % #dpapmakorepanepTuyeckas rpynna [IPOUYHUE
TIPETIAPATHI 151 JIEUEHUS 3ABOJIEBAHMIA HEPBHOM
CHUCTEMBI».

JlonyckaeTcss HAaHECEHHE CPEICTB HACHTH(OMKALIMM U1 CHCTEMBI
MOHHTOPHHIa JABH)KEHHSA IEKAPCTBEHHBIX NPENapaToB.

1) IlepBuuHas ynakoska.
Ha amnynax Ha caMokuiesiuuesics
ITHKETKE yKa3aHbl: TOBAPHbIH 3HaK
NPOM3BOJIUTENIS, TOPrOBOE
HaHMEHOBAHHE JIEKAPCTBEHHOTO
npenapara C NpeaynpeanTeNbHOH
MapKHpOBKOii ®, 06béM B
MUJUTHJIHTPAX, COEPXKaHHe
JIEHCTBYIOLIHX BELIECTB, HOMEP
CEpHH, CPOK FOIHOCTH,
nekapcTBeHHas hopma.
2) INpomexyTouHas yNakoBKa.
Ha nnéxke noxpoBHO# yka3aH
TOBapHBIH 3HAK NPOH3BOIHTEIA.
3) BropuyHas ynakoBka
Ha nauxe yka3zaHbl: HAMMEHOBaHHE
p TeJIsl, €ro TOBap
3HaK, azpec, Ten./dakc, Toprosoe ¢
TpeAynpeaHTeNbHON MapKHPOBKOH
® M rpynnupoBOYHOE
HAaMMEHOBAHHS JIEKAPCTBEHHOTO
npenapara, lekapcTBeHHas popMa,
00béM npenapara B MHJUTAIMTPAX,
COCTaB, YC/IOBHS XPaHEHHs,
«TIpHMEHSATD M0 Ha3HAYEHHIO
Bpayay, «XpaHUTb B HENOCTYNTHOM
1 aereit mecte!y,
«CTEPHJIbHOY, ycnosus
OTIyCKa, CNocob NMpUMeHeHHUs,
HOMEp CEpPHH, CPOK NOHOCTH,
KOJIUYECTBO aMITyJl B YNaKOBKE,
wrpuxosoi kox EAN-13,
(apmakon (pharmacode),
rpapuueckoe nsobpaskeHne

ammyJisl &, THKTOrPaMMBI,
pacun$poBKa MHKTOrPaMM

« JleKkapcTBeHHas opma
PACTBOP U1
BHYTPUBEHHOI'O
BBEJIEHU S,

« : €noco6 npuMeHeHHs
BHYTPHUBEHHO KAIIEJIbHO B
PA;}I:E}IEHI/H/I»,

« » w papMaKOTepaneBTHYECKas
rpynna [TPOUME ITPEITAPATBI
JULA JIEYEHUA
3ABOJIEBAHWI HEPBHOM
CUCTEMBI».

Hanecenne cpencTso
MAEHTHOHKALNH JUIA CHCTEMbI
MOHHTODHHIa JIBHKEHHS!
JIEKAPCTBEHHBIX NPENApaToB.

13. XpaneHue

B 3amuineHHOM OT CBETa MECTE IPU TEMIIEpaType HE
Beiie 25 °C.

B 3ammmenHoM OT cBeTa
MecTe TpH TeMIlepaType He
Boime 25 °C.

14. Cpok rogHOCTH

2 rona

2 roxa

*. neiictByroee u3nanue ['ocynapcreennoii @apmakonen Poccuiickoit Penepaunn

3akmouenue: cooTBeTcTByeT TpeboBanmsaM HJI P N003135/01-220319, uzm. Ne 1, u3m. Ne 2,

m3M. Ne 3, u3m. Ne 4
Jlata Beinauu nacnopra: 22.03.2022

3asenyromuit KAnJI
Hauaneauk OKK

JlupekTop no KkauecTBy

Cpok rogHocTy f10: 12 2023

HiT-Netepdbypr
2y HONOTUUECKAas

A AOKYMEHTOR

ITHC KO 2000 0160 «Koutpoan npoxspeeniofi npoayiiy, sepcist 10. Tura ppeaest: 10.03.2021

A. C. Bnacosa
A. U. ®&noposa

C. Y. Ckopuk




