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OBUIECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHOJIOTUYECKAA GAPMALEBTUYECKAA ®UPMA «NOJUCAH>
192102, CankT-Metepbypr, ya. Canosa, 72, Kopn.2, AMT.A,

Ten: (812) 448-22-22, e-mail: info@polysan.ru

Anajgntudecknii nacnopt Ne 1026

Ipenapar: HUKJIO®EPOH® Ta6/1eTkn, HOKPbITbIE KHINEYHOPACTBOPHMOI 060s104uKo0# 150 Mr
JIII-Ne(000863)-(PI'-RU)

Cepus: 510723
®opma BbInycKa: (xouTypHas suelikoBas ynakoska) 10 x 1 (nauka kapToHnas)
Konuuectso: 116658 ym.

JHata usroroenenus: 21.07.2023

JlanHble ananuza

IloxaszaTenn Tpetosanns JII-Ne(000863)-(PT-RU) Hannbie anann3a
1 2 3
1. Onucauue Kpyriisie IBOAKOBBINYKIIbIE TaGNETKN XENTOrO UBETA C LETLHBIMA | KPyriible 180sKOBbINYyKNbIE TabneTkn

KpasMu, r1aakod ¥ 0AHOPOJHON NOBEPXHOCTHIO, TOKPhIThIE
KHMILE4HOPaCTBOPUMON 06onoukoli. Ha monepeunom paspese sapo
*¢&aroro usera. (Busyanshuiii meton)

JKENTOrO UBETAa C LEABHBIMH KpPasMH,
FNanxkoH H OAHOPOAHON NOBEPXHOCTDLIO,
NOKPbITbie KHLIEYHOPACTBOPHMOif
obonoukoii. Ha monepeunom paspese
AAPO KENTOrO LBETA,

2. Unentndukaums:
- aKpUJOHYKCYCHasg KUCIoTa

- MEMIIOMUH
(N-mMeTnnrmokaMun)

CriexTphl NOrNOUIEHNs KCMBITYEMOro PacTBOPA M pacTBopa cpapHenus (b)
B 06nacth oT 340 10 450 HM OMKHBI UMETh MAKCUMYMBI H MAHMMYMbI
TIPH OJIHUX H TEX e AnuHax BONH. (A6copbunonHan cnektpodotomMeTpus
B YIBTpahHONETOROH K BUIMMO# obnactax, ®EADC, 2.1.2.24)

Bpems ynepskuBaHus OCHOBHOTO NHKA HA XPOMATOTPAMME MCTILITYEMOIO
PacTBOpa, NPUIroOTOBIEHHOIO AT KONHYECTBEHHOMO ONpPEAENEHHS, NOTHKHO
COOTBETCTBOBATH BPEMCHH YCPXKMBAHUL OCHOBHOIO NMHKA Ha
XpomaTorpamme pactsopa cpashenus (b). (BOXX, ®EADC, 2.1.2.28)
T19THO PO30BATO-OPAHIKEBOTO LBETA MErIIOMHHA HAa XPOMaTOrpaMme
UCIBITYEMOTrO PACTBOPA M0 NOJOKEHUIO, OKPACKE M BETNYUHE AOIDKHO
COOTBETCTBOBATE NATHY MEMMOMUHA Ha XPOMATOrPaMMe PacTBOpa
cpaBHenus. (TCX, ®EADC, 2.1.2.26)

CoOTBETCTBYIOT

CooTBeTcTBYET

CootBeTcTBYET

3. PactBopeHue

1-5 cTaaus — ve 6onee 10 % akpUIOHYKCYCHOW KMCITIOTH 32 60 MuH
2-s cranus — He Meee 70 % (Q) akpHIOHYKCYCHOM KHCIOTHI 3a 45
MuH (PEADC, 2.1.9.3, AGcopbumMoHHas cnexTpodoToMeTpus B
yneTpadHoNEeTOBOH M BUIUMOI obnactax, PEADC, 2.1.2.24)

0
98-100

4. PoacrBeHHble pUMecH

Eannvunas nenneHrnduumposanHas npuMecs — He 6onee 0,20 %
Cymma npumeceii — ve Gonee 0,50 % (BOXX, ®EADC, 2.1.2.28)

He penoptupyercs
He penoptupyetcs

5. Muxpobuonorudeckas
YUCTOTA

Kareropus 3A.

- OGuiee uncno ad3poGHBIX MUKpOOpranu3MoB — He Gosee 10° KOE
Blr

- OGuuee 4Mcn0 APOXOKEBBIX H IECHEBBIX rpuboB — He Gonee 102 KOE
Blr

- OrcyrcrBue Escherichia colis 1 r

(Yameynsiii arapossiii meton, PEADC, 2.1.6.6 u2.1.6.7)

10
Menee 10

He o6GHapyxeno

6. OnHOPOAHOCTD NO3MPOBaHMA

1 atan:

Ipuemnemoe 3Havenue (AV) aas n=10 ue Gonee L1=15,0

2 JTam:

Tpuemnemoe 3nauenue (AV) mns n=30 ne Gonee L1=15,0
[Ipy ycnoBuH, 4T0 conepkaHue akpUAOHYKCYCHOM KHCIOTH B
kaxxnoi Tabnerke ve MeHsie 0,75M u ne 6onbuie 1,25M
(Pacuérno-maccoseiit cnoco6, ®EADC, 2.1.9.14)

CootBercTByeT
AV=15

7. Konnuectsennoe OTIpEACICHHE:

- aKpUAOHYKCYCHAs KUCNOTa
- METTIIOMHH
(N-MeTuarmoxkaMuH)

Ot 142,5 mr 10 157,5 mr CisH11NO; (akpuonykcycnob KHenoTs)
B Tabrnetke (BOXX, ®EADC, 2.1.2.28)

Or 131,4 mMr no 160,6 Mmr C7H17NOs (Mermomusa) B Tabnerke
(MoTenunomerpuueckoe turposanne, PEADC, 2.1.2.19)

147,8

153,2

8. YmakoBka

I1o 10 nm 20 Tabnerok B KOHTYPHYIO S4EHKOBYIO YNAKOBKY U3
NUIEHKH MOJMBAHUIXJIOPUAHON M GONBIH AMOMUHHMEBOH AN
YTIaKOBKH.

1 xoHTYpHY10 suelikoBy10 ynakosky 1o 20 Tabnerok, 1 unu 5
KOHTYDHBIX A4eHKOBBIX YNakoBok Mo 10 tabnetok BMecTe ¢
MHCTPYKLHEH 110 METNLIMHCKOMY TIDUMEHEHHIO (JIMCTKOM-
BKJIANLIIEM) MTOMEMIAIOT B Na4Ky U3 KApTOHA.

Jnsl KOHTPOIIA NEPBOTO BCKPBITHS GOKOBBIE KJIAMAHBI TAYKH MOTYT
GBITH 3aK/1eeHsl YTMKeTKaMH. [Tauku MOTYT GBITH CrPYNNMPOBAHDI
B 6anaepoiy TepMOycanovHoi nagHkoi. [aukn unn Ganneponnu
NMOMELIAIT B IPYMNOBYIO Tapy.

Ilo 10 Tabnetok B KOHTYpHOIi
SYEAKOBOH yMaKoBKE M3 TIEHKH
TIONMBHHUIXNIOPHAHOMK H (onbru
ANOMHHHEBOM U1 YTaKOBKH.

1 KOHTYpHas A4YeiKoBas
ynakoska no 10 Tabnerok BMecTe
c HHCTPYKUHEH no
MEIUUMHCKOMY  MPHMEHCHHUIO
(MCcTKOM-BKIanBILIEM)
NOMELIEHA B NaUKy M3 KapToHa.

9. Mapkuposka

[epBuunas ynakoska

Ha xonTypHoit 84€likoBO#i ynakoBKe yKa3blBarOT: TOProBOe
HAWMEHOBAHHE JICKAPCTBEHHOIO TIpENapara ¢ NpeynpeauTeNbHOH
MapKUpoBKOH ®, rpynnNUpOBOYHOE HAMMEHOBAHHE HA PYCCKOM M
AHTJIMACKOM A3bIKAX, IEKAPCTBEHHYIO GOPMY, NO3HUPOBKY, IOrOTHN
JEPXKATEIS PErHCTPALIMOHHOTO YIOCTOBEPEHUS IEKAPCTBEHHOTO
npenapara, HoMep CEpHH, ATy HCTEYEHUN CPOKa FOJHOCTH.

IeperuHas ynakoska

Ha koHTyp+oii f4eiikoBO#i ynakoske
YKa3aHbi: TOProBO€ HAaWMEHOBAHHE
NIEKapCTBEHHOrO npenapara ¢
NpeayNPeAHTENLHON MapKUPOBKOH
®, rpynnupoBOUHOE HAMMEHOBAHHE
Ha PyCCKOM M aHTITHHCKOM A3bIKaX,
nekapcTBeHHas GopMa, 103NPOBKa,
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Bropnunas ynakoska

Ha navuke yka3bIBalOT: TOProBoe HAHMEHOBAHHUE IEKAPCTBEHHOTO
Mpenapara ¢ npeaynpeanTenbHOH MapkupoBKoi ®,
TpyNMUPOBOYHOE HANMEHOBAHUE HA PYCCKOM M aHITIMICKOM
A3bIKaX, HAMMEHOBAHKE IepKaTeNs PErUCTPAMOHHOIO
yIOCTOBEPEHHUS ¥ TIPOU3BOAMTENS JIEKAPCTBEHHOTO Npenapara,
JIOTOTHI, 8PEC, NEKapCTBEHHYI0 GOopMY, O3UPOBKY, KONHMYECTBO
JEKApCTBEHHOr0 Npenapara B YNakoBke, HHHOPMALMIO O COCTaBe
Ha 0/IHy Tabnerky (HauMeHOBaHKeE ¥ CONEPXKaHUE AEHCTBYIOLLETO
BELIECTBA, NEPEUEHb BCIIOMOTATENbHBIX BELECTB), HOMED CEPUH,
JlaTy NpOW3BOACTBA, ATy UCTEYeHUs cpoka roaHocty («l'oneH
J10...»), YCIIOBUS XPaHEHHA, TIYTh BBEACHMUS, YCIOBHUs OTITYCKa,
«XpaHNTh B HEJOCTYITHOM IUIS IeTEH MecTen, «Jlist B3pocbIX U
nereii ¢ 4 ner», «4+», mrpuxosoi kog EAN-13, nonosHurensHas
undopmauus: «JIEHEHUE U ITPOOUITAKTHKA I'PUTTIA U
OPBH», rpadpuueckas cxema «[IPUEM IIPEINAPATA TIPH
JIEYEHUWHU T'PUTITIA/OPBH», dapmaxon (pharmacode).

Ha naukax Ne 20 u Ne 50 nononsurenbHo ykasbisaior: «/1J1A
B3POCJIBIX Y JIETEU 4+».

JlonyckaeTcs HaHeCEHNe CPEICTB NASHTHDHUKALIMHI A CHCTEMBL

MOHHTOPHHTA IBHXXEHHS JIEKaPCTBEHHBIX NPENaparos.
Jlonyckaercs HaHeceHWe HOMEPa PErMCTPALMOHHOTO
YJOCTOBEPEHHS.

norotan DepxaTens
PErMCTPALMOHHOTO  YAOCTOBEPEHHUS
NEeKapcTBEHHOTO Npenapara, Homep
CepHH, 1aTa  MCTEYEHHA  Cpoka
FOJIHOCTH.

BropuuHas ynakoska

Ha nauxe yka3saHbl:  TOproeoe
HauMEHOBaHHE NIeKapCTBEHHOTO
npenapata ¢ npeAynpeaHTENbLHOH
MapKHpoBKO#H ®, rpynnupoBO4HOE
HaNMEHOBAHUE HAa  PYCCKOM H
AHrNUACKOM A3bIKAX, HAWMECHOBAHWE
aepxarent PErUCTPaLHOHHOTO
YOOCTOBEpEHUA M MPOM3BOAHMTENS
NEKapCTBEHHOrO Tpenapara, N1oroTm,

agpec,  nexapcreeHHas  topma,
N03MPOBKa, KOJIMUECTBO
JIEKapCTBEHHOTO npenapata B

ynaKoBke, MHPOPMALUKUA O COCTABE HA
onHy TabneTky (HauMeHOBaHHE M
cofepaHue AeficTBytolero
BELLECTBRA, nepeyeHs
BCOOMOTATEIIbHBIX  BEWECTB), HOMep
cepuu, Jata MPOW3BOACTBA, JaTa
ucTeyeHns cpoka roanoct («lonen
[0...»), YCIOBHA XPaHEeHHA, MyTb
BBCACHHA, ycII0BUA oTnycKa,
«XpaHUTh B HEAOCTYITHOM s JeTel
mecTen, «Jlna B3pocasix U gereil ¢ 4
ner», «4+», wrpuxosoi xoa EAN-13,
JONONMHUTENbHAA MH(bOpMaL(MﬂZ
«JJEYEHUE H IMPODPUIAKTHKA
I'PUITIIA U OPBH», rpaduueckas
cxema «I[TPUEM IMPEIIAPATA TTPH
JIEYEHHMH T'PUIIIIA/OPBH»,
tbapmakon (pharmacode).

HauneceHo cpencteo uaeHTHGUMKaLMH
218 CHCTEMbI MOHMTODHHI IBHXXEHHSA
NEKAPCTREHHEIX MPENapaTos.

10. VcnoBusi XpaHEHHsT M MEpPHI
TIPEOCTOPOIKHOCTH

XpaHuTb B OpUrUHalibHON yNakoBke (Mayke U3 KapToHa)
npy Temneparype He Bbilue 25 °C.

XpaHuTL B OPHMIrHHANbHOI
ynakoBke (MayKke M3 KapToHa)
npk Temneparype He Bolwe 25 °C.

11. Cpoxk rogHOCTH

2 ropa

2 rona

* peiicteytoinee n3nanne ®apmakoneu EBpasuiickoro 53KOHOMHYECKOro COH03a.

3akimodenue: cootBeTcTByeT TpeboBanusM JII1-Ne(000863)-(PT"-RU)

Jara Beimaun nacnopra: 21.08.2023

/ 3aseayromuii KAHJI
Havansuuk OKK

JlMpeKTop no KauecTBy

Cpok rognoctu go: 06.2025

%/A C. Bnacora
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A. H. ®énoposa

C. Y. Cxopuk




