340pOBbS

ITpenapart:

125 mr/ma
Cepus: 201021
®opma BbITyCKa:
Konuuectso: 44472 yn.

MHTennexkT Ha 3awure

® NoOJIMCOH

OBLUECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTbBIO
«HAYYHO-TEXHO/IOTMYECKAA GAPMALIEEBTUYECKAA OUPMA «MNOJIMCAH»

AnaauTH4eckuii nacnopt Ne 1059

(ammyna) 2 M1 x 5 (mayka KapToHHas)

Jlata u3roroBnenus: oktsabps 2021 r.

192102, Cankr-MNetepbypr, yn. Canosa, 72, Kopn.2, nuT. A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan,ru
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1. Onucanue IIpo3payHas KHUIKOCTb KEITOrO 11BETA [Tpo3pauHas #1.1KOCTh

KENTOro 1BeTa

2. TTonNMHHOCTD:
- aKPHIOHYKCYCHAA KHCIOTa

- COCIHHEHHA AKPHIOHOBOTO pA/a

- METTTIOMHH
(N-meTHArmOKaMHH)

CrexTpsl  NOTNOMEHHs  WCHBITYEMOTO  pacTBOpa pactBopa
cpasrenus (b) B obGnactn or 340 no 450 HM JOBKHBI HMETH
MaKCHMYMbl H MHHHMYMBI [IPH OJHHX H Te€X K€ [UIHHAX BOJIH
(CnektpodoTomMeTpyst B yIbTpadHONETOBOH H BHAMMOl obnactax,
I'd Pd*)

Bpems yaepkuBaHMs OCHOBHOIO MMKa Ha XpoMarorpamme
HCMBITYEMOTO PacTBOpa, MPHIOTOBICHHOTO 1A KOIHYECTBEHHOIO
ONpeJIeNEHHs, J0/UKHO COOTBETCTBOBATh BPEMEHH  Y/AEPKHBAHHA
OCHOBHOIO MHKa Ha XpOMarorpamMme pacteopa cpashenus (b)
(BOXX, I'd Pd*)

HcnbiTyeMblii  pacTBOp, NMPHIOTORNEHHBIH 1A KOAMYECTBEHHOIO
OlIpe/IeieHHA, HMeer XapaKTepHYHO (pHoeTOBO-CHHIOK
JIOMHHECLICHIIHIO

(Busyaneueiii meton, ' PD¥*)

[1aTHO PO30BATO-OPAHIKEBOTO LBETA MEMTIOMHHA Ha XpoMmaTorpamme
HCMBITYEMOIO  pacTBOPa MO TMOJNOKEHHIO, OKPacke H BENHYHHE
JIOJKHO COOTBETCTBOBATH MATHY

METIIOMHHA Ha XPOMATOrpaMMe pacTBOpa CpaBHEHHs

(TCX, I'd Pd*)

CooTBeTCTBY 1OT

CooteetcTBVET

CootBeTtcTBYET

[TpucyteTByer

3. Ipospaynocts

JlomkeH ObiTh Npo3payneM (I'dD Pd*)

ITpospaunniii

ED/Mr akpHIOHYKCYCHOI KHCIOTBI

He Gonee 0,5 (TD Pd*, meron A)

4. pH 01 6,5 1o 8,0 (ro pox*, MOTEHUHOMETPHYECKH) 7.8
5. MexaHu4ecKkue BKIIOYEHHS:
- BH/IHMbIE MEXaHH4YeCcKHue JlomkeH cOOTBETCTBOBATH TPeGOBAHMAM CootBercrpyer
BKJIHOYEHHUS (T PO*, Bu3yansHeiii MeTos1)
Cpennee umcno wactuu pasmepoM 10 MKM M 6onee He NOJIKHO 10 MM 1 Gonee — 7
- HCRMIHMEC MEXBIRECKHS 2 Uit Bmsone T T ||
BKJTHOUEHHA Meron 1) Ha amIryny
6. PoncTBeHHbIE MpUMECH Enunnunas nengenTnuLMposannas npumecs — Memnee 0,10
He Gonee 0,20 % (BOKX, I'd Pd*)
Cymma npumeceii — ne Gomee 0,50 % (BOXKX, I'd PO*) Menee 0,10
7. U3Bnekaemslii 00bEM, M1 He mMeHee HoMuBanbHOTO (I'D PO¥) 2,1
8. bakTepHasbHbIE SHIOTOKCHHBI, [penensvhoe conepxanne Mesnee 0,5

9. CrepuibHOCTE

Hoiken ObITh CTEPHIBHBIM
("'® PO*, MeTon NpsiMOro nocena)

CrepunbHbIii

10. KonmnuecTBeHHOE onpeneneHne

Ot 118 no 131 mr/mn CysH; NO;
(akpuaOHYKCYCHOM KHCI0THI) (BOXKX, I'D Pd*)
Ot 87 a0 106 Mr/mn C'rHr,'NOs
(N-meTuarmokamuna) (Turpuverpus, I'® PO¥)

123

96

11. Ynakoska

IMo 2 Mz B amny bl 3 KOpHYHEBOIO CTekTa.

Ha ammyny naknensaror stukerky CaAMOKJIEAIIYIOCH,

ITo 5 ammyn nomewaior B KOHTYpHYIO AUeiiKOBYIO YNaKoBKy
3 MIEHKH NOTHBHHUIXI0PHIHON. KonTypHylo AYEHKOBYIO
YNaKOBKY TEPMOCK/ICHBAIOT € MUIEHKO#H MOKPOBHO# HIH
thobrofi amOMHHAEBOI MM OCTABIAIOT OTKPHITO!.

| KOHTYPHYIO SUEHKOBYIO YIIaKOBKY BMECTe ¢ HHCTPYKLMEH
110 METMIHHCKOMY NPHMEHEHHIO NOMEIIIAKT B [AYKy M3
KapToHa.

J1s1 KOHTPO1si 11EPBOTO BCKPBITHS GOKOBBIE KIIAMAHBI NAYKH
MOTYT OBITh 3aKJIECHBI ITHKETKAMM.

Ilo 2 ma B amnynax us
KOPHYHEBOIO CTEeKa.

Ha amnyny nakneena yruxerka
CaMOKJIeAIAnCs.

5 aMnyn noMeweHs B
KOHTYPHYI0 f4eiikoByio
YNAKOBKY H3 IUIEHKH
MONHBHHHIIXJIOPHIHOIT .
KonTtyphas sueiikoBas ynakoska
TePMOCKIeeHa

C MJIEHKOH NOKPOBHOIH.

1 KOHTYpHas A4eiKoBas
YNakoBKa BMECTE ¢
HHCTPYKIHEH N0 NPHMCHEHHIO
NOMELIEHA B NAYKy M3 KAPTOHA.
TpeGosanus H]I k ynaxoske
coboaeHsL.
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12. MapkupoBka

1) lepBuyuHas ynakoBKa.

Ha amMnynax Ha camokiesiuieiics 3THKETKe yKa3blBaloT:
TOBAPHBIH 3HAK NPOM3BOUTEISA, TOPrOBOE
HaHMEHOBaHHE TEKapCTBEHHOTO MIpenapara ¢
npeynpeIuTebHONH MapKHpoBKOi ®, KOHIEHTPALHIO
B MI/MJI, 00BEM B MIJLTHJINTPAX, HOMEDP CEPUH, CPOK
rOIHOCTH, JIEKAPCTBEHHYIO (Gopmy.

2) IMpomexkyTOYHAS YIAKOBKA.

Ha nnéHke nmokpoBHO# niH (ombre atoOMHHHEBOMH
YKa3beIBAIOT: TOBApHbIN 3HAK Npou3BoauTes. Ha
KOHTYPHOH si1eiiKOBOIi ynakoBke, CKIEEHHOH ¢
(honbroii aMOMHHHEBOI, JIONOIHUTEILHO YKa3bIBalOT
HOMEp CEPHH U CPOK FOJAHOCTH.

3) Bropu4Hasi ynakoBKa.

Ha mavke yKa3bIBalOT: HAMMEHOBAHHE NPOM3BOAUTEIS,
€ro TOBapHLIii 3HaK, aapec, Tel./(akc, Toprosoe
HAHMEHOBaHME JIEKAPCTBEHHOIO Mpemnapara ¢
npeaynpeanTenbHOi MapkHpoBKOii ®),
rpyNMNUpoOBOYHOE HAMMEHOBAHHE JIEKAPCTBEHHOTO
npenapara, JieKapcTBeHHYIO (OpMY, KOHLIEHTPALHIO B
Mr/mit, 00bEM npernapaTta B MUUTHIIHTPAX, COCTaB €
yKa3aHUEeM HAUMEeHOBAHMA W KOJIHYECTBA
NEICTBYIOIIETO ¥ BCIIOMOTATE/IbHOTO BEILECTB,
ycnosus xpaHeHus, «[IpHMeHATh 0 Ha3HAYEHHIO
Bpaua», «XpaHUTh B HEJIOCTYNHOM JUd AeTei mecTe!»,
«CTEPHUJIBHO», ycnoBus oTiTycka, cnocod
NpUMEHEHHsA, HOMEp PErucTPalMOHHOTO
YI0CTOBEPEHUsA, HOMEDP CEPHH, CPOK IOJHOCTH,
KOJIMYeCTBO aMMyJl B ynakoBKe, ITpnxosoii kog EAN-
13, dapmaxron (pharmacode), rpaduueckoe

n300paxkeHne aMmysibl B, IOMONHATE bHbIE HATMHCH:
MMKTOrPaMMbl, paciindpoBKa NHKTOrPamMM
«@nexapcrennas popma KUIKAS»,

«alm criocob npumenenns BHY TPHBEHHO»,

«ma croco6 npumenennss BHY TPUMBILLEYHO»,

« | papmaxorepanestiyeckas rpynna [IPOYHE
UMMYHOCTHUMYJIATOPLI». TonyckaeTcs
HaHeceHHe CPe/ICTB HACHTHOUMKALMH [UIS CHCTEMbI
MOHHTOPHHTA JIBWKEHNA JEKapCTBEHHBIX MPENapaTos.

1) MNepBuunas ynakos ka.

Ha amnynax Ha camokuicamedca
ITHKETKE YKA3aHBI: TORIPHBIH 3HAK
MPOU3IBOAHTEIA, TOProeoe
HAHMEHOBAHKE JIEKAPC | BEHHOTO
Mpenapara ¢ npeaynpe 1 HTenbHo#
MapKHpOBKOH ®, KOHLIC HTPALHA B
Mr/mil, OOBEM B MIILTH |HTpaX,
HOMEP CEPHH, CPOK TOJIIIOCTH,
nekapcTeennas hopma

2) lpomexyTouHas YI1AKOBKA.
Ha nnénke nokposHOii \ KasaHbl:
TOBAPHbIH 3HAK MPOH3BO MTENA,
3) Bropuunas ynakoexa.

Ha nauke ykazaHsl: HalMEHOBaHHE
NPOM3BOMMTENS, €r0 TOEAPHBIHA
3HaK, aapec, Ten./dakc. ropropoe
HAHMEHOBAHHE JIEKAPCT BEHHOTO
Openapara ¢ npeaynpe, 1HTe/lbHOA
MapKupoBkoit ®, rpyniiposouHoe
HAHMEHOBAHMWE JIEKAPCT LEHHOTO
npenapara, nexapcreeniiag gopma,
KOHIICHTpalMa B Mr/Mil. 00bEM
npenapara B MHJUTHIHTPAX, COCTAB
€ YKA3aHHEM HAHMEHOBIHHA H
KO/IHYECTBa ACHCTBYIOIIETO H
BCIIOMOTATENBHOTO BEIICCTB,
ycnosua xpanenus, «[IpumenaTs
MO HAZHAYCHMIO Bpaya», « XpaHHTh
B HEAOCTYNHOM A AeTcH
mecte!», « CTEPHIIBHO»,
YC/I0BHA OTTYCKA, Cnocod
TMPHMEHEHHA, HOMED
PErHCTPALHOHHOTO
YIAOCTOBEPEHHA, HOME] CEPHH,
CPOK IOJIHOCTH, KOIHMEC TBO
aMIy]l B YIIAKOBKE, WITPHXO0BO#H
ko EAN-13, dapmako;1
(pharmacode), rpadmueckoe

H300paKEHHE AMITY TbI
JONOJHHTEIbHBIC HAANHCH
NMHKTOrPaMMBl, pacidgposka
MHKTOrpamMM

«nexapcreennas hopma K11 1KAA»,

“enocob npavencuis BHY TPHEEHHOw,

wcnocod npumencins BHYTPHM BILTEYHOw,

«(hapMaKOTEPANEBTHHECKAA [ PYNINa
TPOYHE HMMYHOCTHMY IS TOPBI».

Haneceno cpeactso
HAeHTHHKAIMHA 108 CHCTEMBI
MOHHTODHHTA JIBHAKEHH
NIeKapCTBEHHBIX MPENapaToB.

13. Xpanenue

B 3ammim@HHOM 0T cBeTa MecTe IpH Temneparype ot 0
no 25°C.

B 3ammMiméHHOM OT CBETa
MecTe mpH Temneparype ot 0
#0125 °C.

14. Cpok roJHOCTH

5 ner

5 et

* _ neiicTeytomee n3nanue ['ocynapereentoii dapmakonen Poccuiickoii @enepaunu
Jakmouenue: cooTBeTcTByeT TpeGosanuam HJL P N001049/03-091118, uzm. Ne 1

Jlata Beiaaun nacnopra: 12.11.2021

Bapeayroumii KAnJI

Haganeank OKK

JlupekTop 1o Ka4ecTBy

Cpok rogHocty 10: 10 2026

% « ONVNCAH»

AnAa LOKY MEHTOB
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