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CEPTUDUKAT AHAJIU3A Ne 382 435

LlecpekoH® [ cynnoautopun pekTansHeie [ans getei] 250 mr
HanmeroBaHue npogykuun no HO

Per. Ne JIN-Ne(002376)-(Pr-RU)  Cepus 160426 KonuuyecTBo ynakoBok 55 062 LlUT
Hata npouse. 22.04.2026 Cpok rogHocTH (ner) 3,0 lNopeH po 03.2029
UcnbitaHua nposeaeHbl no  J1M-Ne(002376)-(Pr-RU)-250624 ‘

HaumeroBaHue u Homep HJ

LNQ | Haumen. noxaaa'reneﬁlEp.. M3I|L Hopma no HO H PesynbraTbl ucnbITaHum
1 Onwucanue - Cynnosutopuu Topnesoo6pasHoin hopmb! CynnosuTtopun Topnefoo6pasHoi hopMbl
6enoro unu 6enoro ¢ XenTosaTbiM UK 6enoro ugera

KpeMoBaTbiM OTTEHKOM LBeTa. [lonyckaercs
nosiBfieHne 6enoro HaseTa Ha NOBEPXHOCTH
CYMMO3UTOPUS N Haln4mne Ha cpese
BO3AYLIHOrO CTEPXHS Y BOPOHKOO6Pa3HOro
yrnyéneHus

2 UpeHTudukaumsa (BIXKX) - Bpems yaepxuBaHMA OCHOBHOIMO nuka Ha CooTBeTCcTBYET
XpoMaTorpamMe 1CrbITYEMOro pacTBopa,
NMPUroTOBAIEHHOIO AN KOIMHECTBEHHOrO
onpeneneHns, JOMKHO COOTBETCTBOBATh
BPEMEHN YAEPXMBAHMA OCHOBHOIO NMuKa Ha
XpomaTorpamMme pacrsopa CO napaueramona

3 WaeHtudukaums - MNosiBneHne cuHe-cbroneToBoro okpalumnsaHus CoOOTBETCTBYET
(cheHonbHbIN rmapokcun)

4 WNpeHTudmkaums = MosiBneHne 3anaxa yKCyCHOM KUCMOTbI CooTtBeTcTBYEeT
(auetorpynna)

5 PasmMep yactuy MKM He 6onee 100 58.0

6 Konuuectso vactuy, % Honyckaetcs He 6onee 1% yacTu, 0
pa3smepoM 6oree 100 MKM

7 TemMnepatypa nnasfeHus °C He Bbllwe 37 34.4

8 4-AMunHodeHon % He 6onee 0,005% He 6onee 0,005%

9 EauHWYHas % He 6onee 0,1 0.00
HenaeHTUdULMPOBaH.
npuMech

10 Cymma npumeceit % He 6onee 0,2 0.00

11 OpaHopoaHoCTb % AV <= 15,0 % ans 10 cynno3suTtopues, ecnu 1.6
A03MPOBAHHbIX eANHULL yCnosue He BbinonHseTca, 7o AV <= 15,0 %

ans 30 cynnosutopues u ana 30/30
Cynno3nTopues coaepXaHne AeiCTBYIOLEro
BELLECTBA AO/HKHO Haxo4UTbCA B UHTEpBane
ot 0.75M % po 1.25M %

12 KonuuecTtBeHHoe Mr Ot 225,0 po 275,0 mMr napauetamMona B 1 252.5
onpeaenexHune Cynnosutopumn
13 Mukpobuonornyeckas - ®EA3C, 2.3.1.2, 2.1.6.6. Kateropus 3A CootBeTtcrBYyeT
YMCTOTa
14 YnakoBka = Mo 5 cynn. B KOHT.AUENKOBYIO YNAaKOBKY U3 2 KOHT.514.YMNaKoBKM Mo 5 cynno3smTopures
MJIEHKW MBX NaMUHUPOBAHHOM 13 MMEeHKN MOSIMBUHUNXIIOPUAHOM
MoNn3TUNEHOM. MO 2 KOHT.SYelK. yNakoBKM  JTaMUHWPOBEHHOI MOSIM3TUIIEHOM BMECTE C
BMECTe C TMCTKOM-BKIaAbILLEM B NauKy U3 JINCTKOM-BKNAAbIWEM B Nayvyke U3 KapToHa.
KapToHa. Ha 6okoBble KanaHbl Mavyku Ha 6okoBble knanaHbl Mayky Hak/eeHsb!
HaKenBaloT 3TUKETKU CaMOKJIeALLnecs 3TUKETKN CaMoKJIesLmecs: NoiMMepHble
NMosIMMEpHbIEe ANS 3alWnThl OT HECaHKL. ANA 3alWmTbl OT HECAHKLUMOHMPOBAHHOIO
BCKPbITUA BCKPbITUA
15 Mapkupoeka - B COOTBETCTBUM C pasgesioM 1.3.2 MepBuyHas ynakoska. Ha KOHTYpHOI
perncTpaunoHHoro aocke. MepeuyHas SIYEiKOBOW ynakoBKe yKasaHbl TOproeoe
ynakoBka. Ha KOHTYpHOM siuelikoBom HauMeHOBaHue npenapaTta C
YMaKOBKe yKa3bIBalOT TOProsoe npeaynpeanTenbHOn MapKupoBkon ®,
HauMeHoBaHWe npenapaTa C HauMeHoBaHWe aepxaTens
npeaynpeanTenbHok Mapkposkon ®, PErnCTpaLnoHHOro yA0CTOBEPEHUS
HauMeHOoBaHWe AepxaTtens (npousBoanTens), ero ctpaHa, 1oroTun,
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perncTpauyoHHoro YAoCTOBEPEHNA
(npomsaop,wrenq), ero CTpaHy, noroTum,
nekapcTBeHHYto (opMy, MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHOoBaHMe Ha PyCCKOM
W aHruiickoM sisbikax (Mapaueramon /
Paracetamol), 103MPOBKY, HOMEp cepuu, Aaty
NUcTeueHns Cpoka roaHocTu.

BropuuHas ynakoska. Ha nauke ykasblBaioT
Toproeoe HaumeHoBaHue npenapara c
npenynpeanTenbHON MapKnMpoBKoi ®,
HauMeHOoBaHWe aepxartens
pEerucTpaLvoHHOro yAOCTOBEPEHNA
(npousBoAnTENA), €ro aApec, TenedoH,
NOroTWM, IEKapCTBEHHYIO (OPMY, A03UPOBKY,
MexayHapogHoe HenaTeHToBaHHOe
HauMeHOBaHMe Ha PYCCKOM U aHIINACKOM
asbikax (Mapauetamon / Paracetamol),
HaMMEHOBaHME 1 CoaepXaHue AeiCTBYoLero
BellecTBa B OAHOM Cynno3nTopun B
MUANIMIpaMMax, nepedeHb BCnoMoraTeibHbIX
BeLeCcTB, KONMMUECTBO CYNno3nTOpnes B
rlauke, yCnoBus OTMyCKa, YCOBUSA XpaHeHus,
«XpaHuTb B HEAOCTYMHOM ANs [eTen mecre»,
HoMep cepun (BKo4aeT aaty
Npoun3BOACTBa), AATY UCTEUEHUSA CPOKa
FOLHOCTU, HOMEp CBUAETENbCTBA Ha
TOBapHbI 3HaK, WTPUXOBOM KOA, HAANNUCH
pas3bsACHWUTESBLHOrO XapakTepa AN
notpeéutenei: «CHUMET Xap N36aBuT OT
6onuy, «ansa feten 1 - 3 mecaues» — ANA
[o3nposku 50 Mr; «ana petelt 3 Mecsiues - 3
net» - ans aosuposkmn 100 Mr; «ans neten 3
- 12 neT» - ans nosvposkn 250 Mr; CpeAcTBa
MAEHTUdUKALMM AN MOHUTOPUHIE ABUXEHNA
neKapCTBEHHbIX NpenapaTos

XpaHeHue: Mpu TemnepaType He Bblllie 25 °C

Bepcus maketa: [MMY ot 10.10.2024; BNy ot 10.10.2024; B ot 10.10.2024

3aknioyeHue COOTBETCTBYET TpEOOBAHMAM

JIM-Ne(002376)-(PT-RU)-250624

nekapcTeeHHas Gopma, MexayHapoaHoe
HenaTeHToBaHHOe HanMeHoBaHWe Ha
PYCCKOM U @HIJIMACKOM A3bIKax
(Mapauetamon / Paracetamol), Ao3MpOBKa,
HOMep Cepuw, AaTa UCTeyeHns cpoka
roAHOCTH.

BTopuuHas ynakoska. Ha nauke ykasaHbl
TOprosoe HavMeHoBaHue npenapara c
npeaynpeauTensHom MapKupoBkon ®,
HauMeHOBaHMWe JepxaTens
pErncTpaLyoHHOro yAoCTOBEPEHNA
(npoussoauTens), ero aapec, TenedoH,
NOroTWM, NekapcTeeHHas hopma,
[031poBKa, MexXayHapoaHOoe
HemnaTeHTOBaHHOE HauMeHoBaHWE Ha
PYCCKOM W aHITIMACKOM A3bIKax
(NMapauetamon / Paracetamol),
HauMeHOBaHMWe 1 coaepxaHune
[eiCTBYIOLLEro BELECTBa B OAHOM
Cynno3uTOpun B MUINrpaMmax,
nepeyeHb BCMOMOraTesbHbIX BEWeCTs,
KONMUECTBO CYNNO3nTOPUEB B MadKe,
YCNOBMWs OTIYCKa, YCNOBWSA XpaHeH!s,
«XpaHuTb B HEAOCTYNMHOM ANs neren
MecTe», HoMep cepun (BK/OYaET Aaty
MpoOW3BOACTBa), AaTa UCTeueHuns Cpoka
roAHOCTM, HOMEP CBUAETENLCTBA HA
TOBapHbIi 3HaK, WITPUXOBOW KOZ, HAAMUCH
pasbsCHUTENBHOMO Xapakrepa Ans
notpebutenen: «CHUMET Xap N36aBuT OT
6onu», «ans geteit 3 - 12 net»; CpeacTea
ngeHTMdVKaumm ana MoOHMTOpVHIa
[IBMDKEHMUS TEKApCTBEHHbIX NpenaparTos

HauanbHUK oTAerna KOHTpors KayecTBa
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C.B.MocTHOBA

nuchb
Jata Bbinycka 06-Mai-2026 %ﬁﬁ

MpounasoauTENb: AO "Hxcpapwm”, Poccus, 603105, T. HwxHnit Hosropoa, yn. CanraHekas, 4.

[6)]e]

7, nuueHaus N2 11012-00102-77/00010652

KonTporb kavectea: AQ "Huxdpapm”, Poceust, 603105, T. HwpkHuii Hosropoga, yn. Canraxckas, . 7, K. 1, nuueHsus Ne 11012-00102-77/00010652
000 HWLL «PapmobopoHar, 141074, Mockosckas o6n., r. Kopones, yn. [araputa, A. 46A / 141181, Mockosckas 061,

r.o. LLignkoeo, . CepkoBo, CTP. 72A, nuueHans Ne 11012-00102-77/00006660
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