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OBLIECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbHO

«HAYYHO-TEXHONOTMYECKAR ®APMALUEBTUYECKAA OUPMA «NOAUCAH»
192102, CaHkt-lMeTepbypr, yn. Canosa, 72, Kopn.2, AuT.A,

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

Ananutuvecknii macnopt Ne 876

[penapar: IUKJIO®EPOH® Tad/ieTku, NOKphITbIE KHIIEeYHOpACTBOpHUMOIi 0000uKo0ii 150 mr
JIII-Ne(000863)~(PT-RU)

Cepus: 410623
®opma BBITYCKa: (xoHTypHas syelikoBas ynakoska) 20 x 1 (nauka kapToHHas)
Konnuectso: 58360 ym.

Hara n3rorosnenus: 29.06.2023

Jlannble ananuza

INokasatean Tpe6osanns JI1-Ne(000863)-(PT-RU) AauHsie anaansa
1 2 3
1. Onucanue Kpyrabie nBosxoBbinyKible TabNETKH JKENTOTO LBETA ¢ LETbHBLIMH KkpaiMu, |Kpyrmee nsoskosbinykisie Tabnetkm

Majakod U OAHOPOAHON NOBEPXHOCTBIO, MOKPBITBIE KMLIEYHOPACTBOPHMON
ofonoukoil. Ha nonepeuxom paspese AApo EITTOro LBETA. (BusyanbHbii
METOA)

KENTOr0 UBETA ¢ LETbHLIMH KPaiMH,
TJ1aAKOH ¥ ONHOPOIHOH NOBEPXHOCTHIO,
NOKPHITbIE KHLUEYHOPACTBOPHMOIH
obonoukoii. Ha nonepeurom paspese
ARPO KENTOTO LIBETA.

2. Unentudmkauus:
- aKPUAOHYKCYCHAs KMCIIOTa

- ME[TTIOMUH
(N-MeTHATIIIOKaMUH)

CrieKTpbI NOTIOWIEHHS HENBITYEMOrO PacTBOpa M pacTBopa cpasHeHns (b) B
obnacty ot 340 10 450 HM JOJKHEL MMETh MAKCHMYMbI H MUHUMYMbI NIDH
OIIHHX M TEX K€ ANHHAX BOJH. (AGcopOunonHas cnekrpodoTomerpus B
ynbTpaduonetopoii u Buanmoii obnactax, ®EAJC, 2.1.2.24)

Bpemst ynepkuBauns OCHOBHOTO NIKA HAa XpPOMATOIPAMME MCTIBITYEMOFO
PAacTBOPA, NPHUIOTOBJIEHHOTO 151 KONHYECTBEHHOIO ONPEAENEHNS, NOIKHO
COOTBETCTBOBATh BPEMEHH YAEPKMBAHHUA OCHOBHOIO MHKA Ha
XpoMaTorpamMme pactsopa cpasHeHus (b). (BIXKX, ®EADC, 2.1.2.28)

TIsTHO  PO30BATO-OPAHKEBOTO  LBETA METMIOMHHA HA  XpOMATOrpaMme
MCTIBITYEMOr0 pacTBopa IO MOJNOXKEHHIO, OKPACKE M BENHMUMHE JOJKHO
COOTBETCTBOBATL MATHY METNIOMMHA Ha XPOMATOTPAMME PACTBOPA CPAaBHEHHA.
(TCX, PEADC, 2.1.2.26)

CoOTBETCTBYIOT

CooTBeTcTBYET

CootBercTByeT

3. PacTBOpenne

1-5 cTanus — He Gonee 10 % akpuaOHYKCYCHOM KMCIOTHI 32 60 MHUA
2-a cranus — He menee 70 % (Q) akpuaOHYKCYCHON KHCIOTHI 3a 45
muH (®EADC, 2.1.9.3, AbcopbunoHHas cnekTpooTOMETpUs B
ybTpadHoeToBOH 1 BuaMMOl obnactax, PEADC, 2.1.2.24)

0
100-101

4. PoncTBeHHbIe npuMecu

Eaunuynan nennentuduunposannas npumecs — He Gonee 0,20 %
Cymma npumeceii — He Gonee 0,50 % (BIXKX, ®EADC, 2.1.2.28)

He penoptupyercs
He penoptupyercs

5. Mukpobnonoruueckas
4UCTOTa

Kareropus 3A.

- O61ee yncno aspoGHbIX MHKPOOpraHu3MoB — He Gonee 103 KOE B 1 -
- O6u1ce YMCNO APOAGKEBBLIX U IUIECHEBBIX IPUBOB — He Goree 102 KOE
Blr

- OrcyrerBue Escherichiacolis I

(Yaweunsiit araposwiii Meton, ®EAIC, 2.1.6.6 u 2.1.6.7)

Menee 10
Menee 10
He obOnapyxeno

6. OnHOPOAHOCTD N03UpoBaHus | 1 ortam: CooTBeTcTByeT
Ipnemnemoe 3navenne (AV) wis n=10 He Gonee L1=15,0 AV=40
2 yran:
Tpuemnemoe 3nauenne (AV) ans n=30 we Gonee L1=15,0
Ilpu ycioBum, 4TO conepxanne akpuAOHYKCYCHOM KHCIOTBI B
Kak0# Tabnerke He Menbine 0,75M u ne Gonbure 1,25M
(PacuérHo-MaccoBhlii cnoco6, ®EADC, 2.7.9.14)
7. KonuuectBeHHoe
OonpeneneHye: Ot 142,5 mr j10 157,5 Mr CisH11NOs (akpuaonyxcychoii KUCA0TEI) B 150,8
- aKpUAOHYKCYCHAs KUCIOTa Tabnerke (BOXKX, PEADC, 2.1.2.28)
- METTIIOMHH Ot 131,4 mr mo 160,6 mr CsHi7NOs (Mermomuna) B Tabaerke 145,8

(N-MeTHITITIOKAMHH)

(Ilotenumnomerpuueckoe THTpoBanne, ®EADC, 2.1.2.19)

8. Ynakoska

Io 10 unm 20 TabneTox B KOHTYPHYIO S4€HKOBYIO YNAKOBKY U3
TINIEHKU TTOJTUBHHHNXJIOPUAHON H POIBTH aFOMMHUEBOH A
YTIaKOBKH.

1 xOHTYpHYIO AueiikoByl0 ynakoeky no 20 tabnerok, 1 uiun 5
KOHTYDHBIX #29€HKOBBIX yNakoBok o 10 Tabnetok BMecTe ¢
HHCTPYKUMEH 110 METHLIMHCKOMY NMPUMEHEHUIO (JIMCTKOM-
BKJIQJIBIIIEM) TOMEITAIOT B 1AYKy M3 KapPTOHA.

JUIst KOHTPOS MEPBOrO BCKPHITHS GOKOBBIE KaNaHs! Ta4ku MOTYT
ObiTh 3aKeeHbl 3TuKeTkamu. [Ta4ku MOTYT GBITH CrPYNNHPOBAHDI B
Ganaeponu TepmoycanouHoit niénkoi. Mauku unn 6anaeponn
NOMEWaloT B TPYNNOBYIO Tapy.

Ilo 20 Tabnetox B KOHTYpHOIi
AYEHKOBOM YNaKOBKE M3 NIIEHKA
NOJAMBHHUIXIOPHAHON ¥ BOJIbIH
ANOMHUHHEBOH 11 YNIaKOBKH.

1 KOHTYpHas A4eiikoBas
ynakoBka no 20 tabnetok BMecTe
c HHCTPYKLMEH no
MEOMLMHCKOMY  NPUMEHEHUIO
(IUCTKOM-BKNAABIILEM)
NOMELNEHA B NAYKY H3 KapTOHA.

9. Mapkuposka

IlepBuunas ynakoska

Ha xonTypHoli AueiikoBoit yNakoBKe yKa3plBalOT: TOPTOBOE
HaMEHOBAHKE JIEKAPCTBEHHOTO TIPEnapara ¢ npeaynpeanTeILHOH
MapKHpoBKko# ®, rpyNnupoBoYHOE HAHMEHOBAHUE Ha PYCCKOM H
AHTJIHHACKOM S3bIKaX, IEKAPCTBEHHYIO (hOPMY, I03UPOBKY, NOTOTHIT
ACpXKATEN PErHCTPALIMOHHOTO YAOCTOBEPEHHS NEKAPCTBEHHOrO
npernapara, HOMEp CEpUH, 1aTy UCTEUCHUS CPOKA TOAHOCTH.

IepBuyHas ynakoska

Ha kontypHoii sueiikoBoit ynakopke
YKa3aHbl: TOProBOE HAHMEHOBaHME
N1eKapCTBEHHOrO npenapaTa c
NpeayNpeaNTENBHONH MapkHPOBKOH ®,
rPYNNHPOBOYHOE HANMEHOBAHME Ha
PYCCKOM M aHIJHACKOM  A3BIKaX,
nexapcteenhan  ¢opma, a03upoBka,
JIOroTHN aepxarens
PEruCTPallHOHHOTO  YAOCTOBEPEHHSA
NIEKAPCTBENHOTO NPEMapara,
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BropuuHas ynakobka

Ha nauke yka3pIBalOT: TOProBO€ HaMMEHOBaHHE NEKAPCTBEHHOTO
npenapara ¢ npejly IpeuTeNbHONH MapKUpoBKoid ®),
rpYNIMPOBOYHOE HAMMEHOBAHME HA PYCCKOM M aHTTIMHCKOM S3BIKaX,
HaUMEHOBAHHE JepKaTeNsl pErUCTPALIMOHHOTO YIOCTOBEPEHHS U
TTPOX3BOIUTETIA JICKADCTBEHHOTO TIPEnapara, JIOToTHI, aapec,
JIeKapCTBEHHYIO HOpMY, J03HPOBKY, KOJTUYECTBO TEKAPCTBEHHOTO
[penapara B ynakoBke, MHPOPMALMIO O COCTaBE Ha OAHY TabNeTKy
(HaMMEHOBaHME U COAEPXKAHUE ACHCTBYIOLLETO BEILECTBA, NEPEICHB
BCTIOMOTaTE/bHBIX BEIIECTB), HOMEP CEPUM, AATy NPOU3BOACTBA,
JlaTy UcTedeHus cpoka roaHocTu («I'oaeH 10...»), ycious
XPaHEHuUs, 1yThb BBEACHUS!, YCJIOBHS OTITyCKa, «XPaHHUTh B
HEZOCTYMHOM 1J1 JeTelt MecTe», «[1/1s B3pOCAbIX U AeTel ¢ 4 ne»,
«+», mrrpuxoBoii kox EAN-13, nononnurenshas nHGopManms:
«JIEYEHUE U NMPOPHUIIAKTUKA T'PHUTITIA U OPBH»,
rpaduueckas cxema «[IPUEM ITPETTAPATA I1PU JIEYEHHUU
T'PUTIIIA/OPBH», dpapmakon (pharmacode).

Ha nmagkax Ne 20 u Ne 50 nononnurensHo ykasbiBaoT: «1JTS
B3POCJIbIX U JIETEH 4+».

JlonyckaeTcs HaHECEHHE CPeACTB MISHTA(HKALAN [UIsl CUCTEMbL
MOHHWTOPHHIA IBUKEHHS JIEKapCTBEHHBIX Npenaparos. Jlonyckaercs
HaHEeCEHWEe HOMEPA PErUCTPAIIMOHHOTO YA0CTOBEPEHHS.

HOMEp CEpHM, [aTa HCTEYEHHS CPoKa
FOAHOCTH.
Bropuynas ynakoska

Ha npauke ykajaHbol: TOproeoe
HaHMEHOBaHHE JIEKApPCTBEHHOTO
npenapata ¢  NPEAYNPEAUTEIbHON

Mapkupoekoil ®, TpynnupoBodHOe
HaHMEHOBAHME  HA  DYCCKOM M
AHFIMHCKOM A3BIKAX, HAHMEHOBaHHe
AepKaTens PECHCTPALIMOHHOTO
YAOCTOBEPEHUA W NPOM3BOIHTENA
NIEKAPCTBEHHOrO Npenapara, JoroThi,

aapec,  JIeKapcTBeHHas tdopma,
NO3HPOBKA, KOJIHUYECTBO
7IeKapCTBEHHOrO npernapara B

ynakoske, HH(OPMALHA O cocTape Ha
onHy Tabnetky (HaUMEHOBaHME H
coaepKaHue nefcTByIouero
BEIECTBa, nepevyeHb
BCMOMOTaTeNbHBIX BELLECTB), HOMEp
cepuu, Jara MpOW3BOACTBA, [aTa
HcTedeHna cpoka roaHocth («[oaeH
N0...»), YCIOBMA XpaHeHHs, RyTh
BBEAEHNUA, ycnosust oTnycka,
«XpaHuTb B HEIOCTYTIHOM [UIA AeTeH
mecre», «Zng B3pocnsIX M meteit ¢ 4
net», «4+», wrpuxosoi koq EAN-13,
JOMONHUTENBHAsA nudopmauua:
«JJEUEHUE U TIPOGWIAKTHKA
TPUIIIIA U OPBU», rpaduieckas
cxema «[TPUEM IIPEITIAPATA ITPU
JIEYEHHUH T'PUTIIIA/OPBH»,
dapmakon (pharmacode).

Ha nauke AONONHHUTENBHO YKa3aHO:
«J1J151 B3POCJIBIX U JIETEM 4+,
Haneceno cpencTso WaeHTHHKaONHW
JUI CHCTEMBI MOHHTOPHHIA ABHKEHHA
NIEKAapCTBEHHBIX TIPENMApaToOB.

10. YcnoBusa xpaHeHUs M Mepbl
NPeI0CTOPOIKHOCTH

XpaHUTb B OPUrHHANBLHOMN yMakoBKe (Nayke U3 KapTOHA)
npH Temneparype He Bbile 25 °C.

XpaHuTb B OpHIHHATbHOI
yNaKkoBke (Mauke W3 KapToHA)
MPH TeMNepaType He Bhilue 25 °C.

11. Cpok rogHocTH

2 rona

2 roaa

*- geiicreytoliee nznanue dapmakonen Eppasuiickoro 3kOHOMHYECKOIO COHO34.

3aimouenne: coorBeTcTByeT TpeboanusM JIII-Ne(000863)-(PT"-RU)

Jara Beimaun nacnopra: 03.08.2023

3aeenyromui KAHJI
Hagansauk OKK

JupekTop no kayecTBy

HUHC-K0-2000-0160 «KoHTpons npou3BeacHHOM npoayKinny, Bepcus 10. ara senenns: 10.03.2021

Cpoxk rogsoctu go: 05.2025

A. C. Baacosa
A. H. ®énopora

C. H. Ckopuk




