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NonucaH

OBLLECTBO C OTPAHMYEHHOWN OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOTUYECKAA ®APMALEEBTUMECKAA ®UPMA «MOJIMCAH»
192102, Caukr-Nerepbypr, yn. Canosa, 72, Kopn.2, nuT.A,
Ten: (812) 448-22-22, e-mail: info@polysan.ru

ARaguTHYecKkHii macnopt Ne 298

HUATODJIABUH® Ta61eTKH, NOKPLIThIE KHIEYHOPACTBOPHMOiT 060.,104KOi

JIII-Ne(000923)-(PT-RU)

(xoHTypHas suetixoBas ynakoska) 10 x 5 (nauka kapToHHas)

JlanHble aHAIN3a

IMoxka3zaTenn

JlaHHble aHaIn3a

1

TpeGosanus JITI-Ne(000923)-(PT-RU)-151122
2

3

1. Onncanne

Kpyrnele 1BOAKOBBITYKIIbIe TaBNETKH, TOKPLIThIE
o6os0uKoi KpacHoro 1BeTa. Ha nonepeyHoM cpese
BUIHEI 1Ba €104, Sapo TabneTok oT xKENTOro oo xENTo-
opamnxesoro nseta. (BusyanbHbiii MeTon)

Kpyrnible  nBOSAKOBBINYKITEIE
TabneTkH, NOKPbLITEIE
060JI04KOM KpacHoTo 1BeTa.
Ha nonepeynoM cpe3e BuaHsl
nBa caos. Sapo Tabnerok
KENTO-0pPAaHXKEBOTO 11BETA.

2. Wpentudukanus:
- pubodnasuna pocdar Harpus

= SIHTapHas KUCIoTa

- HUKOTHHaMHQ
= WHO3HH

- Kpacurelnb a30pyOuH
(xapmyasnn) (E 122)

CrieKTp NOroIEHNs HCNBITYEMOTO PacTBOpa,
NIPUrOTOBJIEHHOTO 1T KOIMYECTBEHHOIO OMPEAENCHMS, B
o6mactv o1 300 110 550 HM KOJKEH HMETH MAKCHMYMBI TIPH
(445 £ 2) um v npu (373 + 2) uM. (CnexrpodoToMeTpns B
ynbeTpadHoneToBoil M BUIMMO#M obnactax, I'® PO¥)

Bpems ynepxuBaHUA NUKa AHTAPHOM KHCNIOTH Ha
XpPOMATOrpamMMe HCMbITYEMOTO PACTBOPA, NPHIOTOBIIEHHOTO
IUI KOJWYECTBEHHOTO ONpEENeHNs, I0MKHO COOTBETCTBOBATE
BPEMCHH YAEPXKMBaHNA MHKa SHTAPHOH KHUCIOTBI Ha
XpPOMaTOrpamMMe pacTBOpa CPaBHEHHSI.

(BOXX, I'd PO*)

BpeMms yaepxnBaHys NHKOB HUKOTUHAMKAA W HHO3HHA HA
XPOMaTOrPaMMe UCBITYEMOTO PacTBOPA, IIPUTOTOBIEHHOIO
JUI KOJWYECTBEHHOrO ONpeieNIeRus, JOMKHO COOTBETCTBOBATE
BPEMEHH YAEP)KUBAHNS NTUKOB COOTBETCTBYIOLIMX BEILECTB Ha
XpomarorpamMme pactsopa cpaBHenus. (BDXKX, ' PO¥)
CniekTp NOTI0IEHHs UCTIBITYEMOTO pacTBopa B 061actH ot 350
20 550 HM JOKEH UMETh MAaKCUMYM TNOTJIOIIEHHS NPHA JUTHHE
Bosnbl (520 * 2) M. (CriektpodoTomerpus B
yaeTpaduoeToBoit 1 BUOMMOH obnactax, ['® PO*)

CoOTBETCTBYIOT

CooTBeTcTBYET

CooTsercTBYET

CootgercTByeT

3. PacTBopenue

1-4 cTanus - He 6onee 10 % AHTapHON KMCNOTEI 32 60 MUH
2-a cTagug - He MeHee 75 % (Q) sHTapHO KMCNOTHI 32 45
MuH (I'® PO¥*)

96-98

4. PoacTBeHHbIe PUMECH:
= FT'ANIOKCAHTHH, T'YaHO3UH

= HUKOTHHOBasA KHCIOTa

- HEUMIEHTU(PULMPOBaHHbBIE

CymmapHoe coneprxanue B 1 TaGnerke He 6onee 2,5 % ot
HOMHHAJILHOTO coepkaHus unosnHa. (BDXKX, I'd PO¥)
Conepxanue B 1 Tabnetke He Gonee 1,0 % oT HOMUHANBEHOrO
conepxanus uukotnRamuaa. (BOXKX, I'd PD*)

CyMMapHOe colepxkaHue OT CyMMBI ILIOIa/ieH MHKOB
HUKOTMHaMHAa U MHO31HA He Gonee 1,0 %. (BRXKX, ' PO*)

0,07
0,08

He penopruptores

npumecu
- momudnasun Conepxanne B 1 Tabnerke He Gosee 0,20 % 0T HOMUHABHOTO 0
conepxanus pubodnasuna docdara narpus. (BOXKX, I'd
PO*)
5. Mukpobuonorvyeckas uuctora | Kareropus 3 A.
OOee 4ncno a3poOHBLIX MHKPOOPTaHn3MoB — He Gonee 103 Menee 10
KOEB1rT.
Of1ee YnC0 APOXOKEBBIX H IUIECHEBEIX TPUOOB — He Gonee Mesnee 10
10°KOE&®B 1T
Orcyrcrue Escherichia colis 1. He o6HapyxeHo
TP PO¥)
6. OTHOPOJHOCTH NO3UPOBAHHS
- pubodnasnHa dpocdat HaTpus HomkeH cootBeTcTBOBaTH TpeGoBauusm. (I'® PO*, cnocob 1) Coo;l;e_r;’rzyer
- AHTapHas KUCJI0Ta Jlomken cooTBeTcTBOBaTE TpeGoBanusM. (I'D PD*, criocob 2) Coog/ezrgrgye'r
- HHKOTUHaMUJ, Homken cooTrercTBOBaTh TpeGoBaHuAM. (I'® PD*, cnioco6 1) COORZ?IYﬂ
CootBeTcTBYET
- HHO3UH Honxen coorBeTcTBOBATH TpeGoBanuaM. (I['® PO*, cnocob 1) AV=26
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(BOXX, I'® Po*)

| 2 3

7. KonndectseHHoe onpeaenerve | Ot 0,0045 o 0,0055 r Ci7H20NsNaOsP (pubodnaruna 0,0050
¢docdara Hatpus) B 1 Tabnerke (CnexrpodoTomerpus B
yabTpadhoaeToBOM U BUIUMOIL o6nacTax, [ PO*)
Ot 0,2850 1o 0,3150 r C4HeO4 (sHTAPHOI KKCIOTHI) B 1 0,2957
Tabnerke (BOXX, T'D PO¥)
Or 0,0462 no 0,0538 r C10H12N+Os (nHO03uHa) B 1 Tabnerke 0,0489
(BOXX, Td PD*)
Or 0,0231 no 0,0269 r CsHsN20 (hukoTHHamMua) B | TabaeTke 0,0249

Tlo 10 unu 20 TaBneToK B KOHTYPHYIO A4EMKOBYIO YNAKOBKY W3 MIEHKH
NONHBHHUNXAOPHAHON ¥ HONBIH aNOMHHUEBOM A1 YNIAKOBKH.,

5 KOHTYPHBIX SMEHKOBbLIX yNnakoBok no 20 tabaertok, S nau

10 KOHTYpHBIX S4€iiKOBBIX Ynakook no 10 Tabnetox BMecTe ¢
JIHCTKOM-BKIIAbIIEM TOMEWAIOT B NIAYKY W3 KapTOHa. Jlas KOHTpons
NEPBOro BCKPHITHA OOKOBBIE KIIANaHbI NauKK MOTYT ObITh 3aKNEEHb! C
ZIBYX CTOPOH 3THKETKaMH. [1aukn MOryT GbITh CrPYNINpOBaHbl B
6aHAEPOIN TEPMOYCANOUHOMN MIEHKOI.

Taykn n 6anaepony NOMELIAIT B rPynnoBYKO Tapy.

8. VnakoBska

Mo 10 TabneTok B KOHTYpHO#H

A4EHKOBOM YIaKOBKe u3
MUIEHKH IONTMBUHWIX/IOPHAHOA 1
domern  amomuHMeBOl g
YNAKOBKH.

Io 5 koHTYpHBIX SuEliKOBBIX
YTIAKOBOK BMECTE€ C JIHCTKOM-
BIJIAJIbILEM B Na4Ke U3 KAPTOHA.

9. Mapkuposka TNepBuunan ynakoska.

Ha auedixoBoii kOHTYpHO# yrakoBke (61MCTepe) ykas3blBalOT:
Jororun aepxarens PY (npoussoaurens), Toprosoe
HaMMEHOBAHWE TIpenapara ¢ NpeaynpeanTeibHoMH
MapKMpOBKOii ®, rpyNIUpPOBOYHOE HANMEHOBAHHE
JIeKapCTBEHHOO TIPENapaTa, JeKapCTBEHHYIO popMy,
CoJiepkaHHe ACHCTBYIOIMX BELIECTB B ONHON TabieTke, HOMep
CEPUH, JaTy UCTEYEHHS CPOKA FOJAHOCTH.

Bropuunas ynakosxa.

Ha nauke yka3plBaloT: HaMMEHOBaHuUe Jepiareis PY
(Mpou3BOIHTEIL), €TI0 JIOTOTHIT, aIpec, TenedoH, TOProBoe
HAWMCHOBAHKE TIPETIApATa ¢ NPENyNpPEIUTENbHOMN
MapKHpOBKO# ®, rpynmMpoBOYHOEC HANMEHOBAHHE
JIEKapPCTBEHHOrO NpENapara, COCTaB Ha 0Hy TableTky ¢
YKa3anueM HaMMEHOBAHMH M KOJMYECTB AEHCTBYIOMINX
BEILECTB, NIEPEYCHB BCTIOMOTATENbHbIX BEWECTB H NEPEYEHb
BEILECTB KUINEYHOPACTBOPHUMOi 060I0UKH, 1eKaPCTBEHHYIO
(bopMy, KonuYeCTBO TabIETOK B yNAKOBKE, YCIOBUS XPAHEHHSI,
€noco6 NPUMEHEHNS, HOMEp CEPHN, JaTy IIPOM3BOACTRA, AaTy
UCTEUEHUS CPOKA FOJHOCTH, YCIIOBHS OTITYCKA, WITPUXOBOH KO
EAN-13, dapmakon (pharmacode), 10moNTHATENLHBIE HAATIUCH:
NMKTOrpaMMBbl, PaclinppoBKa NHKTOrpamMM

nekapcrennas gopma TBEPIA SI»,

« cnoco0 npumeHenus BHY TPby,
an

« @ ® hapmakoTepanesTuueckas rpynna JPYTUE
CPEJICTBA /U151 JIEBUEHH S 3ABOJIEBAHUI HEPBHOM
CHUCTEMBI», npeaynpeantensasie hannuck: «[IpumMessTs 1o
Ha3Ha1EHUIO Bpayay, «XpaHUTh B HEJOCTYITHOM 1JIS ACTEH
MECTEN.

Jormyckaercs HaHeCEHHEe HOMEPa PETUCTPALIMOHHOTO
YIOCTOBEPEHHUS H CPEACTB MAECHTUDUKALIUY JITIS CUCTEMBE
MOHHTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX TIPENaparoB.

Mepeuunan ynakoska.

Ha sueiikoBoii KOHTYPHON ynakoske
(Onucrepe) YKa3aHbl: NoroTHn
nepxarenst PY  (npomnseoautens),
TOProBO¢ HAMMEHOBaHHE Npenapara ¢
NpeAynpeanTeNbHON  MapKHPOBKO#H
®, TPYNMHPOBOYHOE HAUMEHOBAHHE
N1eKapCTBEHHOTO npenapara,
nekapcTBeHHas (opMa, CoacpXkaHHe
NeHCTBYIOWNX BEWECTB B  OAHOM

Tabnetke, HoMep cepud, Jara
MCTEYEHHA CPOKA rOAHOCTH,
Bropuunan ynakosxa.

Ha nauke yka3aHbl: HaumeHOBaHMe

aepxatens PY (npowssoauTens), ero
NOrOTHA, ampec, TenedoH, TOProBoe
HauMeHOBaHUe Tpenapara c
OpERYNPEAUTENLHOH  MapKHPOBKO#
®, rpynnupoBOYHOE HAMMEHOBaHME
NEKapCTBEHHOr0 npenapara, ¢ocTas
Ha oaHy TabneTKy ¢ yKa3aHHeMm
HaUMeHOBaHWH " KOJIMHECTB
DNEACTBYIOINX BELIECTB, TEpeueHb
BCMOMOTATENbHbIX BELLECTR 7
MePEUeHp BELLECTB
KHUIEYHOPAcTBOPUMOH  0Gonouku,
NEeKapcTBeHHas ¢GOopMa, KOTHYECTBO
TabneTok B YNaKOBKe, YCIOBMS
XPaHEHHA, Ccnocol  NpUMEHeHWs,
HOMEp CepHH, Jara NPOM3BOACTBA,
JlaTa  MCTEYEHMS CPOKAa COAHOCTH,
YCNOBHA OTHYCKa, WTPHXOBOH Koa
EAN-13, c¢apmakon (pharmacode),

JONONTHATENbHbIE Haanucu:
MHKTOrPaMMbl, pacumdpopka
MHKTOrpaMM

W nekapeTeeHnas popma
TBEPIAS»,

« ¢nocof npHMeHeRHa
BHYTPb»,
LN ]

« # B hapmakoTepaneTHUECKAN
rpynna IPYTUE CPEACTBA JJ11
JIEBUEHUSI 3ABOJIEBAHUI
HEPBHOH CUCTEMBI»,
NpeaynpeaUTe/IbHbIE HAAMNCH:
«I[IpUMEHATE MO HA3HAUEHHIO

Bpayan, «XpaHHTb B HEAOCTYIHOM
Ans AeTelt MecTex.

Hanecenst HoMepa
PErHCTPALHOHHOIO YAOCTOBEPEHUS H
CpeacTBa  MAEHTHduKaLmMK  Ans
CHCTEMbL MOHWTOPHHTA  JBHXKEHHA
JIEKADCTBEHHbIX MPENapaToB,

B 3amuu€HHoM oT cBeTa MeCTe IPU TEMNEPATYPE He
Bbime 25 °C

10. XpaHenue

B 3ammwgntom ot ceeta mecte
NpY TeMnepatype He Boliue 25 °C

11.Cpok romxnocTi 3ropa

3rona

* — neiictBylomee usnanue ['ocynapcteennoit ®apmakonen Poccuiickoii ®enepauyu
3akimouenue: cooTBeTcTByeT TpeGoBaHmsam JITI-Ne(000923)-(PT - RU) 151122,
Jarta Bbinauu nacnopra: 12.04.2023 ] -
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