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CEPTU®UKAT AHAJIU3A Ne 384 532

UedekoH® [] cynnosuTopuu pexktaneHblie [ans ageten] 100 mr
HawmeHosaHue npoaykuun no HJ

Per. Ne JIM-Ne(002376)-(PTr-RU)  Cepus 370626 KonuyecTtBo ynakoBOK 55722 LlUT

[ara npouss. 03.06.2026 Cpok rogHocTH (ner) 3,0 NopeH go 05.2029
McneiTaHua npoeedelbl no  JIM-Ng(002376)-(PI'-RU)-250624

HaumeHosaHue n Homep HI

| Ne | Haumen. nokasareneit |En. uam. || Hopma no HA1 ” Pe3ynbTaTbl MCNbLITAHUA
1 Onwucanwne - Cynno3utopuun Topnegoo6pasHoi GopMbl Cynno3uTtopum TopneaoobpasHon Gopmbl
6enoro unu 6enoro C XenToBaTbiM WN f6enoro uBeTa

KpeMoBaTbIM OTTEHKOM ugeTa. [lonyckaeTcs
noseneHue 6enoro HaneTa Ha NOBEPXHOCTH
Cynno3uToOpys W Hanuyne Ha cpese
BO3AYLWHOrO CTEPXHA U BOPOHKOOBPasHoro
yrnybnenus

BpeMsa yaepXuBaHWA OCHOBHOMO MMKa Ha CooTeercreyeT
XpoMaTorpaMMe UCMbITYEeMoro pacTsopa,

NPUrOTOBNEHHOrO ANSA KONMYECTBEHHOMO

onpeaeneHua, A0NXHO COOTBETCTBOBATL

BDEMEHM YAEPXKWBAHWA OCHOBHOMO NMKa Ha

XxpoMartorpamme pactsopa CO napaueTtaMona

2 WpeHTudukauma (BIXKX)

3 WaeHTndukaums = NoaeneHune cuHe-GuoNeToBoro okpawueaHna CoOTBETCTBYET
(beHONbHbIA FMAPOKCUN)

4 VUJ,E!HTVI(D‘MKaLlVIR - MNosBneHWe 3anaxa yKCYCHOW KWUCNOTbI CooTBeTCcTBYET
(auetorpynna)

5 Pazmep vacTuy MKM He 6onee 100 44.9

6 KonwuuectBo yactuy, % [onyckaeTcsa He Bonee 1% vacTuy 0
pasmepomM 6onee 100 MKM

7 TemnepaTypa nnaeneHuns i He Bblwe 37 34.6

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

9 EavHW4Hagn % He 6onee 0,1 0.00
HeunaeHTUGUUKrpPoBaH.
npuvMech

10 Cymma npumecen % He 6onee 0,2 0.00

11 OaHopoAHOCTL % AV <= 15,0 % ansa 10 cynno3sutopues, ecnu 2.3
[03UPOBAHHBIX enHML YCNOBME He BbINONHseTcs, To AV <= 15,0 %

ans 30 cynnosvtopues u gna 30/30
CYNNo3MTOPHWER CoAepXKaHMe AEHCTBYIOWEro
BELLEeCTBA AO/MKHO HAaXOAMTLCA B MHTEpeane
ot 0.75M % po 1.25M %

12 KonuuyecTtBeHHoe Mr OT1 90,0 go 110,0 Mr napauyetamona B 1 99.5
onpeaeneHue CYNno3nTopum
13 Mukpobuonorvyeckasa - ®EADC, 2.3.1.2, 2.1.6.6. KaTeropusa 3A CooTBeTcTBYET
yucroTa
14 ¥Ynakoeka - Mo S cynn. B KOHT.AYEWKOBYH YNaKoBKY W3 2 KOHT.514.YNaKOBKM M0 5 CYNNO3MTOPHEB
NAEHKM NBX NaMUHWUPOBAHHOW U3 NNEHKM NMONUBUHMIXI0PUAHON
NONU3THUNEHOM. M0 2 KOHT.AYElK. YNaKoBKM  NaMUHUPOBAHHOW NMOMNU3TUIEHOM BMECTE C
BMECTe C NUCTKOM-BKNaabileM B NadKy U3 NUCTKOM-BKNabllleM B Na4kKe 13 KapToHa.
KapToHa. Ha GokoBbie KnanaHbl Nayku Ha Bokosble KnanaHbl Na4ykn HakneeHsbl
HaKMNenBatoT 3TUKETKW caMoKkneswmecs 3TUKETKWM CaMOKNesLWMecs nonMMepHble
NOAWMEPHbBIE AN 3aLWNUTbl OT HECAHKLL. ANS 3aUMTbl OT HeCaHKLMOHWPOBAHHOIO
BCKPbITUA BCKPbITUA
15 MapkupoBka = B cooTBETCTBMKU C pa3aenom 1.3.2 MepBuyHasa ynakoBKka. Ha KOHTYpPHOW
perncTpaumoHHoro aocee. MeperyHasn AYENKOBOWM YNakKoBKe yKa3aHbl TOProsoe
ynakoBka. Ha KOHTYpPHOM AYerKoBOW HauMeHOBaHWe npenapaTa C
YNaKoBKe YKa3blBalT TOprosoe npeaynpeauTensHoi MapkMposkon ®,
HauMeHoBaHWe npenaparta ¢ HauMeHoBaHWe gepxarens
npeaynpeauTenbHol MapkupoBkon @, pPerucTpaLuoHHOro yaoCToBEpeHus
HauMeHOBaHWe aepxarens (Npow3BoauTENS), ero cTpada, noroTun,
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PErncTpaLMoHHOro yAoCTOBEPEHUA
(Npovn3BoAWUTENRA), Ero CTPaHy, NoroTun,
nexkapcTeeHHyH GopmMy, MexXayHapoaHoe
HenaTeHTOBaHHOE HaWMMEeHOBAHME Ha PYCCKOM
W aHrnuiickom asbikax (MNapauetamon /
Paracetamol), A03MpOBKY, HOMEP cepuu, AaTy
NCTEYEHKMA CPOKa roAgHOCTH.

BTtopuyHas ynakoeBka. Ha nauke ykasbiBaloT
TOproBoe HaMMeHOBaHWe npenaparta C
npeaynpeauTensHoOi Mapkuposkon ®,
HauMeHoBaHWe gepxarens
perucTpauroHHOro yAoCToBEpPeHus
(npoussoaMTensa), ero agpec, TenedoH,
NOroTun, nNexapcTBeHHyo GopMy, A403UPOBKY,
MeXAyHapooHoe HenaTeHToBaHHOe
HaMMeHOBaHWe Ha PYCCKOM WM aHITMACKOM
asbikax (Mapauetamon / Paracetamol),
HaWMMEHOBaHWE W COAepXaHne ASWCTBYHLEND
BELLECTBA B OAHOM CYNMNO31TOpUK B
MWANMIpaMMax, nepedeHb BCMoMoraTesnbHblx
BELIECTB, KOMMYECTBO CYNNO3MTOPHUEB B
navke, yCcrnoBuws OTNyCKa, YCNOBKA XpaHeHus,
«XpaHWTb B HEAOCTYNHOM ANS AeTel MecTe»,
HOMep cepuu (BKOYaeT Aarty
MpoV3B0OACTBA), AATy UCTEYEHUS CPOKA
roAHOCTW, HOMep CBUAETENLCTBA Ha
TOBAPHbLIM 3HaK, WTPUXOBOW KOA, HAANWUCH
Pa3bLACHUTENBHOMO XapakTepa Ans
norpe6utenei: «CHUMET wap M36asuT oT
6onu», «ana aeten 1 - 3 mecauyes» — AnA
nosnposku 50 Mr; «ans aetei 3 mecaues - 3
neT» — Ans 403UpoBKKM 100 Mr; «ans netei 3
- 12 neTt» — ansa ao3upoekun 250 Mr; cpeacrsa
naeHTUDUKaUKMKY AN MOHUTOPKUHIA ABMXEHUS
NEeKapCTBEHHbIX Npenaparos

XpaHeHune: Mpu TeMmnepaTtype He Bbiwe 25 °C

Bepcusa makerta: MMY ot 10.10.2024; BNY ot 10.10.2024; JIB oT 10.10.2024

nekapcreeHHas (opma, MexayHapoaHoe
HenaTeHTOBaHHOE HAWMMEHOBAHKWE Ha
PYCCKOM WM @HIMIMACKOM 3bIKax
(NapaueTtamon / Paracetamol), 403MpOBKa,
HOMEp Cepuu, AaTa UCTEYEHUS CPOKa
rOAHOCTH.

BropuuHana ynakoska. Ha nadke ykasaHsl
TOproBoe HauMeHoBaHwe npenapara ¢
npeaynpeaMTENbHON MapkupoBkoh ®,
HauMeHoBaHue gepxaTtens
PErMCTPaUMOHHOIO YAOCTOBEPEHUA
(npoussoguTens), ero aapec, TenedoH,
NOroTUN, NekapcreeHHas gopma,
[03MpOBKa, MexayHapoaHoe
HenaTeHToBaHHOEe HanMMeHOBaHWe Ha
PYCCKOM M @aHINMMACKOM A3blKax
(Napauetamon / Paracetamol),
HaWMEHOBaHWE W coaepxKaHne
AEeNCTBYOLWEro BelllecTsa B 04AHOM
CYNMNO3UTOPWUK B MUINIMTPaAMMax,
repeyveHb BCNoMoraTesbHbIX BEUecTs,
KONWYECTBO CYMNMNO3WTOPUER B NMayke,
YCMOBUA OTNYCKa, YCN0BMA XPaHEHWS,
«XpaHWTb B HEAOCTYMHOM ANS AeTen
MecTe», HOMep cepuu (BiKJO4aeT aaTy
NpoOU3BOACTBA), AaTa WUCTeYEeHUs Cpoka
roAHOCTH, HOMEP CBUAETENbCTBA Ha
TOBAPHbIA 3HAK, WTPWXOBOW KOA, HAANWUCK
Pa3bACHUTENBHOIO XapakTepa Ans
notpeburenei: «CHuMeT xap U3basut ot
6onu», «aAna aeten 3 mecsaues - 3 nerT»;
cpeacTea uaeHTUdUKaLun ans
MOHWTOPUHIa ABWXEHMWSA NEeKapCTBEHHbIX
npenapaTtos
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"HUKPAPM"

HayanbHUK oTAena KOHTponAa KayecTBa

C.B.lMocTHOBa

‘W

Oarta Bbinycka 17-UoHL-2026
MpowasoauTens:

Kontpons kayectsa: AO "Hwxdapm
000 HUL «®PapmobopoHar,
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AQ "Huxcapm”, Poccna, 603105, r. HukHuit Hoeropoa, yn. CanraHckan, a. 7, nuuerans Ne 1012-00102-77/00010652

* Pocecus, 603105, r. HuxHni Hosropoa, yn. Canraxckas, 4. 7, k. 1, nuueHsus Ne 1012-00102-77/00010652
141074, Mockogsckas o6n., r. Kopones, yn. Maraputa, . 46A / 141181, Mockosckas 0bn.,

r.o. LLgnkoso, 4. CepkoBo, cTp. 72A, nuueHaus Ne N012-00102-77/00006660
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