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LlecpekoH® [l cynnoautopuu pektanbHbie [Ans Aaeteli] 250 mr
HaumerosaHHe npoaykuuu no HO

Per. Ne JIN-Ne(002376)-(PM-RU)  Cepusa 170426 KonunyecTBo ynakoBok 55 062 LUT

[Hata npowuss. 23.04.2026 Cpok rogHocTH (ner) 3,0 MNopeH oo 03.2029

UcnbiTanusa nposeaexnbl no JIM-Ne(002376)-(Pr-RU)-250624
HavmeHosaHue u Homep HIJ

LNQ | HaumeH. nokasaTenein |E,u.. uslﬂL Hopma no HOQ ” Pesynkratbl McnbiTaHui
1 OnwucaHue = Cynnosutopum Toprieaoo6pazHoli hopMmbi Cynnosutopuu TopnenoodpasHoi hopMbl
6enoro unu 6enoro ¢ XenTosaThiM MK 6enoro ugeTa

KpeMoBaTbiM OTTEHKOM LiBeTa. JlonycKkaeTcs
nosiBsieHne 6enoro Haneta Ha NOBEPXHOCTH
CYMMosnTopusa U Hanu4ue Ha cpese
BO3AYLLHOMO CTEPXHA U BOPOHKOOBPA3HOTO
yrnyénenus

Bpems yaepxuBaHUs OCHOBHOrO NuKa Ha CooteeTCTRYET
XpomaTorpaMMme UCMbITYeMOro pacTsopa,

MPUrOTOBNEHHOIO AN KONWYECTBEHHOro

onpefeneHus, JoMKHO COOTBETCTBOBATh

BPEMEHU YAEPKUBAHUS OCHOBHOIO MUKa Ha

Xpomartorpamme pacrteopa CO napauetamona

3 WNapentudukaums = MosB/ieHMe cMHe-(hHUONETOBOro OKpalMBaHus COOTBETCTBYET
(theHonbHbIA ruapokeun)

2 WpeHtudukauus (BIKX)

4 Wpentudukaums - MosiBNeHre 3anaxa yKCYCHOW KUCNOTbI CooTBeTCTBYET
(auetorpynna)

5 PasmMep vacruy, MKM He 6onee 100 66.4

6 KonuuectBo yactuy, % Honyckaerca He 6onee 1% yacTumy 0
pasmepom 6onee 100 MKM

7 TeMmneparypa nnasneHus °C He Bbiwe 37 34.8

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

9 EaWHWYHag % He 6onee 0,1 0.00
HEeUAEHTUDULMPOBAH.
npuMech

10 Cymma npumeceii % He 6onee 0,2 0.00

11 OpHopogHocTb % AV <= 15,0 % gns 10 cynnosutopues, ecnu 0.9
AO3MPOBAHHBLIX e4rHNL, YCNIOBME HE BbINONHAETCH, TO AV <= 15,0 %

ana 30 cynnosuTopues u ana 30/30
CYNMNO3UTOPWEB CoAepXaHue eiCTBYOLero
BELEeCTEa AOMKHO HaXOAWTLCA B MHTEPBAne
ot 0.75M % pgo 1.25M %

12 KonuuyectBeHHoe Mr Ot 225,0 no 275,0 Mr napauetamona B 1 253.7
onpeaeneHue Cynno3mMTopuu
13 Mukpobuonoruueckas - ®EA3C, 2.3.1.2, 2.1.6.6. KaTeropus 3A CooTeercraveTr
4yuCcTOTa
14 YnakoBka = Mo 5 cynn. B KOHT.AYENKOBYIO YNaKOBKY U3 2 KOHT.AY,YNAaKOBKK N0 5 CYNno3uTOpUeEs
MNEHKW MBX NaMUHUPOBAaHHOWM M3 NNEHKKM NOAUBUHUNXNOPUAHOM
NONU3ITUNEHOM. O 2 KOHT.AYElK. YNaKoBKM  NaMUHUPOBAHHOM NOMUITUAEHOM BMECTe C
BMECTE C JIMCTKOM-BK/IaAbILLEM B MayKy U3 NUCTKOM-BKNAAbIWEM B Mayke M3 KapToHa.
KapToHa. Ha 6okoBble knanaHbl nauku Ha 6okeBble KnanaHbl Na4ykKW HakneeHb!
HaKNEeMBaT 3ITUKETKW CaMOKNesLwwmnecs ITUKETKKM Camoknesmnecs nonnMepHble
NONMMEPHbIE ANA 3alMThLl OT HeCaHKL, ANsA 3allMTbl OT HECAHKUMOHWPOBAHHOIO
BCKPbITUSA BCKPLITUA
15 Mapkuposka - B COOTBETCTBMM ¢ pa3genom 1.3.2 MepBuuHasn ynakoska. Ha KOHTypHoiA
perncrpaumMoHHore gocbe. MNepeuyiHas AYEMKOBOW YNakoBKe yKasaHbl TOProBoe
ynakoBKa. Ha KOHTYpPHOM aveiikoBoi HauMeHoBaHWe npenapaTa C
YNAaKoBKE YKa3blBAKT TOProBoe npeaynpeauTensHon MapKUpoBKoi ®,
HauMeHoBaHuWe npenaparta ¢ HanMeHOoBaHWe aepxxaTtens
npeaynpeautentHol MapK1UpoBKoi ®, PEerncrpaumoHHoro yaocToBepeHnst
HauMeHoBaHWe AepxaTens (nponseoauTens), ero cTpada, NoroTym,
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nekapcTeeHHas dbopma, MexayHapoaHoe
(Mpov3BOAUTENSA), EMO CTPAHY, IOTOTHI, HenaTeHTOBaHHOE HauMeHoBaHMe Ha
nekapcTeeHHyto dhopmy, MexayHapogHoe PYCCKOM U aHIMMUACKOM A3blKax
HenaTeHTOBaHHOE HarMMeHoBaHWe Ha pycckoM (Mapauetamon / Paracetamol), A03vpoBka,
W aHrnuiickom asbikax (Mapauetamon / HOMEP CepyK, faTa UCTeYEHUS CPoKa
Paracetamol), A03MPOBKY, HOMEP Cepun, AaTy TrOAHOCTH.

WUCTEYEHMSs CPOKA MOAHOCTH. BropuuHan ynakoBka. Ha nauke ykasaHbl
BTopuuHas ynakoBka. Ha nayke ykasbisaloT ~ TOProsoe HauMeHOBaHWe npenapara c
TOproBoe HaMMEeHoBaHMe npenapata C npeaynpeauTensHoil MapKkupoBKon ®,
npeaynpeauTensHoi Mapkuposkon ®, HauMeHOBaHWe jepxartens
HavMeHOBaHWe gepXxarTens pervucTpauMoHHOro Y40CTOBEPEHNA
pEerucTpayMoHHOro YA0CTOBEPEHUS (npovzBoAUTENS), ero aapec, TenedoH,
(npousBoanTens), ero agpec, TenedoH, noroTwn, NekapcreeHHas opma,
NOTrOTWM, NeKapCTBEHHY (GopMy, AO3MPOBKY, [A03WPOBKA, MexXAyHapoaHoe
MeXayHapoaHOe HenaTeHToBaHHoe HenaTeHTOBaHHOE HauMEeHOBaHKWe Ha
HavMMeHOBAHWE Ha PYCCKOM WM aHIIMACKOM PYCCKOM WM aHTMMACKOM A3biKax

asbikax (Mapauetamon / Paracetamol), (Mapauetamon / Paracetamol),
HavMeHoBaHWe 1 CoJepXaHue JeCTBYIOWEero HauMeHoBaHWe U coaepxaHue

BeLlecTsa B O4HOM CYTMNO3UTOPUN B NefiCTBYHOLWEroO BELLecTBa B 04HOM
MUANUrpaMMax, NepeJyeHb BCNOMOraTe/lbHbiX — CYNMo3UTOPUU B MUNWrpamMmMax,
BELLECTB, KO/IMYECTBC CYNMNo3UTOPHEB B nepeyeHb BCMOMOraTeSIbHbIX BELECTs,
nauke, yCA0BUA OTNYCKa, YCNOBWUA XPaHEHWs, KONUYECTBO CYMNMO3UTOPMEB B Nauke,
«XpaHUTb B HEOOCTYMHOM ANA AeTei MecTe», YCNOBMA OTNYCKA, YCNOBUA XPaHEHWS,
HOMEp cepun (BKMOYaeT aaTy «XpaHWUTb B HEAOCTYIMHOM 4S8 AeTen
Npou3BOACTBa), AATY UCTEYEHMSA CPOKa MecTe», HOMEP cepuu (BKNOYaeT AaTy
rogHOCTHM, HOMEP CBUAETENbCTBA Ha NpPOU3BOACTBA), AaTa UCTEUEHUS CpoKa

perucTpauuoHHoOro YAOCTOBEPEHWA

TOBAPHbLIN 3HaK, LUTPUXOBOW KO/, HaAnucu
pa3bACHUTENLHOrO Xapakrepa ans

norpebuteneit: «CHMMeT xap N36aBuTt ot
6onu», «ana getein 1 - 3 Mecaues» — 4ns

roAHOCTW, HOMEP CBUAETENbCTBA HA
TOBapHLINM 3HAK, WTPUXOBOMK KOA, HAAMUCK
pasbsACHUTENLHOMO XapakTepa Ans
rnotpetutenei: «CHMMET xap W3baeut oT

fo3upoBku 50 mMr; «ans feteit 3 mecsaues - 3 bonu», «4Ns AeTel 3 - 12 net»; cpeacTsa
nert» - ona Ao3uposkn 100 Mr; «Ana geteid 3  waeHTUdUKaLMKA AN MOHMTOPWHIA

- 12 net» - ana Ao3upoBkuy 250 Mr; cpefcTBa ABMXEHWA NEKAPCTBEHHLIX NperapaToB
MABHTUMOKUKAUMKW ANA MOHUTOPUHIA ABVMXKEHMS

NeKapCTBeHHbLIX NpernapaToB

XpaHeHue: Mpu TemnepaType He Bblwe 25 °C

Bepcus maketa: MY or 10.10.2024; BNY or 10.10.2024; JIB ot 10.10.2024

3aknouenmne CoorsetcTayer TpebosaHuam JM-Ne(002376)-(PI-RU)-250624

4// C.B.MocTHoBa
W [GITTe]
OaTa Boinycka 12-Maii-2026

MpouseoguTens: AO "Huchapm”, Poccus, 603105, 1. Huxnii Hosropog, yn. Canraxckas, 4. 7, nuueHans Ne N1012-00102-77/00010652

HauyanbHUK oTAerna KOHTpOnA KayecTtBa

KoHTporb kauectBa: AO "Hwkdpapm”, Poccua, 603105, 1. Huskruii Hosropoa, yn. Canraxckas, 4. 7, k. 1, nuueraua Ne 11012-00102-77/00010652
000 HWL, «®apmoGopoHa», 141074, MockoBckas o6n., r. Kopones, yn. Farapuxa, j. 46A / 141181, Mockosckas obn.,
r.o. llgnkoso, 4. CepkoBo, cTp. 72A, nuuenans Ne N1012-00102-77/00006660
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