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Nuuensus Munncrepcrea MpombiwaerHHoctu u Toprosnu PO Ne 1012-00102-77/00010730

Ceptudukar kayecrtsa cepum Ne 14190 ot 17.01.2025

MokcudnokcauuH, TabneTkn NOKPbIThIE nneHo4yHoW obonoukoii 400 mr

Homep cepuu
[ara Havana npoussoacTsa
Konnuectso

AHann3 BbINONHEH NO HOPMATUBHOMY JOKYMEHTY

Toprosoe Hye nexraperi penapara,

bopma, gosup

PeructpaumnoHHoe ygoctosepexne f1M-004826

261224

23.12.2024
8 640 ynaKkoBOK

NMN—004826-031022

HanmeHosaHWe NokasaTtens

MeTon KOHTpOAA
HopmaTtuBHOe 3Ha4yeHue

Pe3ynbTaT KOHTpOAA

OnucaHue

Bu3ayanbHbIi

Kpyrable OBOAKOBbINyKAble TabfeTKM, MNOKPbITbie
NAEHOYHOW 0O60MOYKOW OT CBETAO-HKEATOro Ao
CBETNO-KOPMYHEBOrO  UBeTa. Ha  nonepedHom
paspese Tab/AeTKY - A4PO CBET/IO-HHENTOTO LBETA.

Kpyrable 4BOAKOBbLINYKAbIE TaBNETKY,
NOKPbITbIE NAEHOYHOW 0BON0YKON CBeT/O-
KOPUYHeBoro LBeTa. Ha nonepeyHom paspese
TabNeTKM - AAP0 CBET/IO-HENTOrO LiseTa.

MoANMHHOCTL

BIHX

Bpema  yOepXWBaHWA  OCHOBHOrQ nNWKa Ha
XPOMaTOrpaMme MCMbITYEMOro PacTBOpa [AOMMKHO
COOTBETCTBOBaTL BPEMEHM YAEPHUBAHUA OCHOBHOTO
MMKa Ha XpOMaTorpamme pacTeopa CTaHAapTHOMO
obpasua (CO) moKkcudaoKcauMHa rMAapoxXnopUMaa
(pasgen «KonuyecTseHHOe onpeaeneHuey).

CooTseTcTBYET

PacTsopexue

[P PP, YO-cnekTtpodoTomeTpua
He metxee 75 % (Q) Cz1H2sFN304 (MOKcudnoKcaLmHa)
yepes 45 MuH.

98 %

PoacTeeHHbIE NpUMecH

B3XX

EnMHWYHaA HEMAEHTUULMPOBAHHEA NPUMECs — He
bonee 0,2%;

Cymma npumeceit — He 6onee 0,75 %.

He oBHapyxeHo
He oBHapymeHo

Bopa

I'd PO, Meton K. ®uwepa
He 6onee 5,5%.

3.9%

MuKpoBuonoruuecKkas YncToTa
Obuiee Yncno aspobHbIx
MUKPOOPraH13mMoB;

OBLiee YUCIO SPOXHIKEBBIX 1
nnecHesbIX rpubos;
Escherichia coli

[P PP, Kateropua 3 A.

He Bonee 1:10% KOE/ r/mn ;

He bonee 1:102 KOE/ r/mn ;
otcytcTeme 8 1 r/mn

meHee 1-10% KOE

meHee 1-10" KOE
OTCYTCTBYET

OaHOPOAHOCTL A03MPOBAHMA

[d P, cnocob 2
AV<15,0%

2,8%

KonuyectseHHoOe
onpegenexue

BIHX

07 380,0 mr oo 420,0 mr Ca1H24FN30,
(MoKkcrdnoKeaumMHa), cuuTas Ha CpeaHIo Maccy
TabneTku.

390,1 mr

YnaKkoeka

Mo 5, 7, 10, 25 Tabnetok B KOHTYPHYIO RYelKOBYH
YNaKoBKY W3 MAEHKWM MNOJWMBMHWUAXNOPUOHONW NnbBo
NAEHKKU
NONWBUHUAXNOPUAHOH/NONMBUHUAMOEHXAOPULHOMN
1 Gonbrv aNOMKUHWEBCH NEYETHOM NAKMPOBaHHOM.
Mnn no 5, 7, 10, 25 Tabnetok B KOHTYpPHYH
AYeitKoBy YMEKOBKY 3 maTepuana
KOMBWHMPOBAHHOTO Ha OCHOBe donsru
(TpexcnofiHbii mMmartepuan, BK/OYAIOLLMYT
ANOMUHKEBYIO donbry, NAEHKY n3
OPUEHTUPOBAHHOID nonuamunpa,
NOAUBUHUAXAOPUAHYIO NNEHKY) “ donbru
ANOMUHUEBOM NEYATHO NaKUPOBaHHOM.
1,2,3,4,5 6,7, 8 uin 10 KOHTYPHbIX AYEHKOBLIX
YNaKOBOK BMECTE C MHCTPYKLMER Mo MefULMHCKOMY
NPUMEHEHUID MOMELLAIOT B KapTOHHYIO YNaKoBKy
(nayry).

Mo 5 Tabnetok 8 KOHTYPHOW AYEMKOBOW
YNaKOBKE M3 MIEHKU MOAMBUHUIXIOPUAHON M
@onbru antoMUHWeBOoM neyaTHow
NAKUPOBaHHOM.

1 KOHTYypHas A4YElKOBas YNaKoBKa BMECTE C
MHCTPYKUMER N0 MEAULMHCKOMY NPUMEHEHUIO
MOMELLEHE B KEDTOHHYH YNaKoBKRY (Mauxy).

Mapkuposka

Ha KoHTypHOW AvelikosoW ynaxoske (Baucrepe)
YKa3blBaoT TOproeoe HaMeHOBaHue
NIEKaPCTBEHHOTO npenapaTa (coBnapaer ¢

Ha KoHTypHOI Aa4YelikoBo# ynakoske (BaucTepe)
yKasaHo: TOProsoe HaumeHoBaHue
/leKapcTBeHHOr0  npenapata  (cosmapaer ¢

Odoomneno: Benosa H.C,

Crpannua: 1 w32
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NuueHsus Munuctepersa MpomsiwnexHocT u Toproeau P® Ne /1012-00102-77/00010730

MerKOyHapoAHbIM HEenaTeHTOBaHHbIM
HauMeHOBaHWUEM), NEKAPCTBEHHYIO dopmy,
LLO3MPOBKY, HaWMeHoBaHue neparens
pernmcTpauroHHoro yOocTOBEepEeHMA H

HaUMeHOBaHWe MPOU3BOAUTENA NEKaPCTBEHHOIO
npenapata, HOMEp Cepuy (BKNIOYAOWMKA MecaL, K
roA NPOU3BOACTEA), AaTy MCTEYEHMA CPOKa rOAHOCTH
(mecsy, v roa).

Ha KapToHHOM YynakoBke
TOProBOE HaumeHoBaHMe
npenapata  (cosnagaer ¢
HenaTeHTOBaHHbIM HauMeHOBaHMeEM),
HauMeHOBaHue  OepraTenia  PerncTpauyoHHOro
YAOCTOBEPEHWA W HaWMeHOBaHWe NPOM3BOAMTENA
NeKapcTBeHHOro npenapara, agpec
NpPOM3BOLMTENS NIEKaPCTBEHHOrO npenapara
(cTpana, obnacTs, ropod), 3/1EKTPOHHbIN agpec
M caliT nNpou3BOAWMTENA, ajapec  [fepHarena
PErMCTPaLMOHHOrO YAOCTOBEPEeHUA (cTpana),
NeKapcTeeHHyl0 Gopmy, OO3MPOBKY, KOAMYECTBO
Tabnetok B ynNakoBKe, MHOOpPMauWi O cocTase

(nauke) ykasbisaroT
JlekapcTeseHHoro
MEXAYHAPO4HBIM

NeKapCTBEHHOMO npenapara (HaumeHOBaHUe
DeMCTBYIOWEr0 BEWECTBA M Bro  KO/NMYECTso,
nepeyeHb BCIOMOTaTe/bHbIX  BELECTs), Homep

cepum (BRKAKOUEIOWMIA MeCal W rod Npou3BOACTSa),
[aTy UCTEYEHMA CPOKa rOGHOCTU (rofeH 4o Mecal, v
rofl), YCAOBUA XpaHeHus, cnocob npumeHeHun: «an
npMema BHYTpPb», YCNOBMA  OTMYCKa, HOMEp
perucTpaLMoHHOro Y4OCTOBEPEHMSA, norotvn
npoussoauTens, Gapm-Kog, WTPUXOBOW  Kog,
[ABYMEpHbIA LWITPUXOBOW KOZ C MOAHOW  WMAM
YaCTUYHOM paclwupposKoi uHbopMaLLMK,
cogepsKalleiica B ABYMEPHOM WUTPUXOBOM KOAe UAn
6e3 Hero, «CMOTPM MHCTPYKLMIO MO MeguLMHCKOMY
NpUMeHeHWIo», «He nNpUMeHATb NO  MCTeYeHUW
CpOKa roAHOCTUY, «XpaHWTb B HEAOCTYNHOM AJ/A
neTel mecTe»,

[OononHUTENLHO Ha KapTOHHOM ynakoske (nauke)
nyBAMpPYETCA TOProBOE HAMMEHOBaHUE U AO3MPOBKa
€ MCnonb30BaHem WprdTa bpains.

MEAYHapoaHbIM HenaTeHTOBaHHbIM
HaumMeHOBaHWeM), JieKkapcieeHHas ¢opma,
[03MPOBKa, HaumeHoBaHue nepwarens
PEerucTpaLMoHHOro YAOCTOBEPEHMA 14
HaumeHoBaHKe Npou3BOAMTENA
NIEKapCTBEHHOTO NpenapaTa, HOMEP Cepuu
(BKniouaOWMIA Mecal, M rog MpOoM3BOACTBEA),
[aTa CTEYEHMA CPOKA roaHOCTH (Mecaw 1 roa).
Ha KapToHHOM ynaKkoBKe (nauke) yKasaHo:
TOProsoe HauMeHoBaHUe NeKapCTBEHHOrO
npenapata (cosnagaeT C MEXAYHapOAHbLIM
HenaTeHTOBaHHbIM HanmeHoBaHWeM),
HaWMEHOBaHWe AepXaTens perucTpaluoHHOro
YAOCTOBEPEHMA " HauMeHoBaHue
NPOWU3BOOMTENA NEKapPCTBEHHOrO npenapata,
agpec NpoOW3BOAMTENA NEKAPCTBEHHOTO
npenapata  (ctpaHa, o6nacts,  TOPOA),
3/1EKTPOHHbLIA agpec W caWT Npou3BOAWTENA,
appec Aepatens PErMCTPaLMOHHOIO
yAoocToBepenus  (cTpaHa),  /fieKapcTBeHHas
dopma, [03MPOBKa, KOAMYECTBO Tabnetox B
YMaKOBKE, nHbopmauma o] cocrase
NIeKapcTBEHHOTO nNpenapaTa (HaumeHosaHue
OEMCTBYIOWEro BeLecTBa M ero KoJIMYecTso,
nepeyeHs BCNOMOraTesbHbIX BELWECTR), HOMEp
cepuM  [BKNKOMEOWMIK  mecAy M rof
npowW3soAcTsa), [hata  WCTeYEHMA  CpOKa
rogHocTk (rogeH 40: MEecAl W rog), ycaosua
XpaHenus, cnocob npumeHeHua: «[na npuema
BHYTPBY, yCnosus OTNYCKa, Homep
PerucTpaLlMoOHHOTO YAOCTOBEPEHUS, NIOrOTHN
npoussoamTens, Gapm-Koa, WTPWXOBOM Kog,
OBYMEDHbIA LWTPMXOBOW KOA C YacTUYHOM
paclwudpoBKoi MHOOPMALWM, COLEpIaLLenca
8 [BYMEpPHOM LWITPMXOBOM Koge, «CmoTpu
MHCTPYKLMIO no MEAULMHCKOMY
npUMeHeHuio», «He NPUMEHATL N0 UCTEYEHWM
CpoKa rogHocTh», «XpaHuTb B HEZOCTYMHOM
08 OeTel mecTen.

[ononHWTeNBHO Ha KapTOHHOW  YMaKoBKe
(nauke) npoaybnuposaHsl TOprosoe
HaMmeHoBaHWe ] [031poBKa c

ucnonb3osaHuem wpndTta bpaitns.

CpoK rofHocTH

3roga

FopeH no: 11/2027

XpaHeHue Mpu TemnepaType He Bbiwe 25 °C B 0pur1HanbHol ynakoske (nayke).
3aKknloueHUe: cooTeeTcTByeT / He cooTteeTcTByeT TpebosaHmuam J1M —004826-031022
————————

Odopmneno: Benosa H.C.

(Heobx0aMMOE NOAYEPKHYTH)
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