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JnueHsua MuHucTepcTsa MpomsiwnedHocTk v Toproeau PO Ne /1012-00102-77/00010730

CeptuduKat kayecTsa cepum No 12917 o1 12.12.2024

JlamoTpuaKuH, TabneTku 25mr

TOProBoe HaMMeHOBAHUE IeKAPCTBRHHOrO NPenapara, 1eKapcTBeHHas Gopma, A03MpoBKa

PeructpaumnoxHoe yaoctosepenue J1M-Ne(003533)-(Pr-RU)

Homep cepuu

Hata Hayana NnpousBoaCTEa

Konunyecteo

AHa/I13 BbINO/IHEH NO HOPMaTUBHOMY LOKYMEHTY

151124
08.11.2024

21826 ynakosok

J1M-Ne(003533)-(Pr-RU)-301023

HaumeHoBaHue nokasartens

MeToa KoHTpOoAA

HopmaTusHOe 3HaueHue

PesynsTaT KOHTPOASA

Mpumecsk B — He Gonee 0,2%;

npumech C—He Bonee 0,5%;

EAMHWYHEA HEMAEHTUGMLMPOBaHHAA NPUMECh — He
6onee 0,2%,

Cymma npumeceit — He 6onee 0,8%.

OnucaHue Bu3vanbHbI%
Kpyrnele nnockoumamkapuueckue Tabnertku Genoro | Kpyrasie NAOCKOUUNMHOPHUYECKKE TaBAETKN
WA Genoro C MeNToBaTbIM OTTEHKOM LiBeTa C pUCKOM ¢ | Benoro LLBETa C PUCKOM C OHOM CTOPOHBI U
OAHOW CTOPOHbI M dackamu C ABYX CTOPOH. dacKkamu ¢ [ByX CTOPOH.
MopanHHOCTE B3XX
Bpema  yaepmuBaHWMA  OCHOBHOTO  NWKa  Ha
XPOMaTOrpamMme  MCMbITYeMOro pacTBOpa  [JOJIKHO
COOTBETCTBOBaTL BPEMEHM YOEPHMBAHMA OCHOBHOMO CootsercrayeT
MMKa Ha XpomaTorpamme pacTBOpa CTaHAapTHOro
obpasua NamoTpUAKWHE (pasgen «KonuuectseHHoe
onpegeneHuen).
PacTtsopeHue [® Xl YO-cnektpodoTomeTpus
He meree 75% (Q) CoH7CloNs (namoTpumskusa) yepes 98 %
30 muHyT,
PoacTBeHHbIe Npumecy BaXX

He obHapyeHo

Mukpobuonoruyeckan yucroTa
O6uwee yucno aspobHbIx
MMWKPOOpraHMsmos B 1lr;
O6Lee YUCNO APOHIKEBBIX 1
nnecHesbix rpmbos B 1r;

['® Xill Kateropus 3 A.

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

He 6onee 1-102 KOE/ r/mn;

Metee 1-10' KOE

Menee 1-101KOE

6biTb 0T 23,13 no 26,88 Mr 8 TabreTke.

Escherichiacolis 1r. oTcyrcTeue B 1 r/ma. OtcyTcTayer
OAHOPOAHOCTL A03MPOBaHUS [ Xl

AV<15,0%. 4,2 %
KonmuecTeeHHoe onpepeneHue B3XKX

Copepranne CoHyClaNs (namoTpumxmHa)  pomkHO 25,18 mr

YnakoBsKa

Mo 10, 25, 30, 50 TabneToK B KOHTYPHYHO AYelKoBYIo
YMaKOBKY M3 NNEHKK NOAMBUHMIXNOPUAHOH 1 GONBIM
a/lOMWHUEBOM NEYaTHOM NaKMPOBaHHOM.

Mo 10, 20, 30, 40, 50 vnu 100 TabaeToK B BaHKKU M3
nonuaTuneHTepedTanata ana NeKapCTBEHHbIX
CPeacTs, YKYNOpeHHbIe KPbIlKaMMK HAaBUHYMUBAEMBLIMM
C KOHTPO/MEM MEpBOrO BCKPbLITUA WAW  CUCTEMOM
«HaMKaTb-MOBEPHYTEY U3 MOAWUMPONMASHA  WAM
nousTUAGHE WKW BaHKM MOAMNPONMAEHOBLIE AR
JIEKAPCTBEHHbIX CPEACTS, YKYNOPEHHbIE KPbIWKaMHU
HaTATMBAEMBIMM C KOHTPO/MIEM MEPBOrO BCKPLITUA W3
MO/MN3TUNEHA, WMAW BaHKW NOAMNPONUAEHOBbLIE Ans
/IEKAPCTBEHHbIX CPEACTB, YKYMOPEHHbIE KpbILWKaMK
HaTArMBaembiMmy C KOHTpOonem nepsoro BCKPbITUA M3
NONMITUIEHE BLICOKOTO OaBACHMSA.

CsobonHoe nNpocTpaHcTso B BaHKe 3anofHAioT BaTol
MeLMLMHCKOW rMrpoCKONMYecKoi.

Ha BaHKy = HakieMBaloT STMKeTKY Ha  ocHoSe
CEMOKNeALUEICA TMNEHKM MAM STUKETKY W3 Bymaru
STUKETOYHOM.

OfHy bBanky wav 1, 2, 3, 5 mam 10 KOHTYPHbIX

30 Tabnetok B KOHTYpHOU AuYeliKoBON
YNaKOBKE M3 MAEHKU NOAMBUHWAXNOPULHON
M GONBIM  AaNIOMUHWMEBOX  nevyaTHoM
NaKMPOBaHHOM,

1 KOHTYpHaR AYeMKOBaA ynaKoBKa BMECTe C
MHCTPYKLMEH N0 NPUMEHEHMIO NOMELLEHBI B
KapPTOHHYIO ynakosKy (nauky).

Odopmnero; Iamosa O.I1.

Crpanmna: 1 u32
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AUeliKOBLIX YNAKOBOK BMECTE C WHCTPYKUMeH no
NPUMEHEHKIO MOMEWAIOT B KapTOHHYIO YNakoBKY
(naury).

MapKuposka Ha KOHTYpHO! Aueiikosoit ynakoske (6aucTepe) | Ha KOHTYpHOM  AYE/KOBOW  ynaxkoske
YKa3blBaloT TOProeoe HaMMeHOBaHWE NeKapCTBEHHOM (Bancrepe) yKa3aHo: Toprosoe
npenapata (cosnapgaer ¢ MEMAYHAPOaHbLIM | HAaMMEHOBaHME /IeKApPCTBEHHOMO npenapata
HenaTeHTOBaHHbLIM HaWMEeHOBaHWeM), NexkapcTeerHyio | (coBnagaer c MEeMayHapoaHbIM
GopmMy, [O3MPOBKY, HAMMEHOBaHWE [IEPATeNA | HEMaTeHTOSaHHLIM HauMeHOBaHWeM),
PervcTPaLMOHHOID YAOCTOBEPeHNSA W HaWMEHOBaHWe | /IeKapCTBeHHaA dopma, [03UPOBKa,
NPOW3BOAMTENA JIEKAPCTBEHHOTO Npenapara, HOMep | HaumMeHOBaHue LepraTtens
cepuu (BHAKOYAIOWMA MECAL, ¥ TOA NpOU3BOACTBA), | PerUCcTPaLMOHHOM YO0CTOBEPEHMUA "
[ATY MCTEUEHMA CPOKa FOAHOCTY (Mecau, 1 rog). HaMmeHoBaHKe Npo13BoAUTENR
Ha  3TMKeTKe BaHKM  YKasbiBaloT  TOProBoe | JEKapCTBEHHOrO Mpenapata, HOMEp Cepun
HaumeHoBaHue NeKapcTBEHHOro npenapata | (BK/MKOYAKIWLMIA MECAL, U TOf, npou3BoacTBa),
(coBNajaeT C MeWAyHAapOAHbIM HENaTeHTOBaHHbIM | AaTa WCTEYEHUA CPOKa TOAHOCTA (mecau w
HaumeHoBaHMeEM), NIeKapCTBEHHYIO dopmy, | rog).

[031POBKY, KOAM4ecTso TabneTok B Bawke, cnocob | Ha kapromHO# ynakoBske (mauke) yKasaHo:
npuMeHeHUA: «na NpUema BHYTPb», HAUMEHOBaHMe | TOprosoe HaumeHosaHue /IeKapCTBEHHOTO
[epwaTens perucTpauyMoHHOro YAOCTOBEpeHWA W | npenapata (coBnapaeT ¢ memwayHapoLHbIM
HaWMeHOBaHMe  NpOW3BOAMTENA  /IEKAPCTBEHHOTO | HEMaTeHTOBaHHbLIM HauMeHoBaHKeM),
npenapara, NOroTUN MPOM3BOAUTENA u/WAM NOroTUN | HauMeHoBaHWe Aepskatens
3aKasumka, HApM-KOA, HOMEp Cepuu (BR/IONAIOWMA | PErUCTPaUMOHHOTO YAOCTOBEPEHMA ]
MECcsL, 1 rof, NPOM3BOACTEA), AaTy UCTEHEHWA CPOKa | HaumeHosaHWe NpoM3BOAMTENA
roaHoCTM (rogeH Ao: Mecal, 1 rog). /leKapCTBEHHOrO npenapara, agpec
Ha KapTOHHO/ ynakosKe (nauxe) yKassIBalOT TOProBOE | MPOM3BOAUTENA NIEKaPCTBEHHOTO npenapara
HaumeHoBaHue NeKapcTBEHHOro npenapata | (cTpaua, ofnacts, ropoa), 3NEKTPOHHBIA
(coBnamaeT € MewayHapoOHbIM HEMNaTeHTOBaHHLIM | aapec M caliT npoussopuTen®, aapec
HauMEHOBaHWEM), HaMMeHoBaHue fepwatensa | gepmarens PEr1cTpaLmMoHHOro
PErUCTPALMOHHOTO YAOCTOBEPEHNA W HaMMEeHOBaHWE | YAOCTOBEPEHMA (cTpana), nekapcTeeHHaA
NpoM3BOAMTENA /EKapCTBEHHOro npenapata, ajpec dopma, [03NPOBKE, KOMN4ECTBO TabneTok B
NPOW3BOAMTENA NEKAPCTBEHHOMO Npenapara (CTpaMa, | YMakoBke, uHdopmaumMa O  cocTase
oBnacTs, rOpOA), 3NEKTPOHHBIA appec W CaiT | NeKapCTBeHHOro npenapara (HaumeHoBaHKe
NPOM3BOAMTENR, AAPEC ABPHaTENA PErUCTPRLIMOHHOIO [elcTByiollero BeWecTsa U ero KOMYecTso,
yhocTosepeHus (cTpaHa), NeKapcTBeHHYio dopmy, | nepeyeHb  BCMNOMOTaTE/NbHBIX BeLWecTs),
[03MPOBKY, KOMMYecT8o Tabnetox B  yNakoske, | HOMEP cepuu (BrAKOYBIOWMIA Mecal W o4
uHbOpMaLMID O COCTaBe /IeKapCTBEHHOTO npenapara npoM3BOACTBA), [haTa MCTeYeHMA  CPOKa
(HaMmeHOBaHMe [JENCTSYIOWero Bellectsa M €ro | roaHoCTM {ropeH fo: mecay, v roa), ycnosus
KONMYECTBO, MepeueHb BCTIOMOraTE/bHbIX BEWECTB), | XpaHeHus, cnocof  npumeHeruA:  «[na
Homep cepuu (Bkmoualowmii  MeCAL M TOA | MPMema BHYTPb», YCNOBMA OTMYCKE, HOMEp
Npou3soACTBa), AATy WCTEYeHMA CPOKa rOAHOCTW | PErdcTPauMoHHOTo YIOCTOBEPEHUSA, NIOrOTHN
(ropeH A0: MeCAl, W o), YCI0BUA XpaHEHHS, cnocob | npowzsoguTens, Gapm-Kog, LUTPUXOBOW KOA,
npMMeHeHUA: «JNR  Npuema  BHYTPbY, YCAO0BMA LBYMEDHBIM WITPUXOBOM KOL C HacTMHHOI
OTryCKa, HOMEP PErUCTPaLMOHHOrO Y/AOCTOBEPeHHS, pacwudpoBKOH uHpopMaLmK,
JIOTOTMI MPOW3BOAMTENA W/UNMU NOFOTUM 33Kas4MKa, Copepalleiica B ABYMEDHOM LWTPUXOBOM
dapm-Kog, WTPMXOBOW KOA, [BYMEPHBIM WTPUXOBOW | KOZE, «CmoTpu WMHCTPYKLUMIO no
KOL € MOAHOM WMAM  YaCTMYHO pacwndpoBKOA | MPUMEHEHWIO (nucTok-BRNaabIW)»,  «He
vHbOpMaLMK,  COOepwallelica B ABYMEPHOM | MPUMEHATb NO UCTEHeHWN CpOKa roAHOCTUY,
WTPUXOBOM Koge nnu 6es Hero, «CMOTPU MHCTPYKLMIO | «XpaHuTb B  HEAOCTYNHOM - ANA petei
N0 NPUMEHEHWIO (MMCTOK-BKNaApIW)», «He NPUMEHATbL | MECcTe».

Mo MCTEYeHMM CpOKa rogHOCTW», «XpanuTb B | [JONOAHWTENbHO Ha KapTOHHOWM ynaxosxe
HELOCTYNHOM AnA JeTell mecTey. (nauxe) npoaybvpoBsaHsl TOprosoe
JlONONHWTENLHO Ha KapPTOHHOW YNakoBKe (nauke) | HaumeHoBaHWe " [L03MPOBKa c
Ay6AMpyeTCA TOProBoe HaMMEHOBaHWE W [03UPOBKa C | MCNO/b30BAHNEM wpudTa Bpaina.
ucnonb3oBaHvem WpudTa bpaiins.

XpaHeHwe Mpw Temnepatype He Bsiwe 25 °C.

CpoK rogHocT1 3 roga [ lonex po: 10/2027

3aknio4eHue: cg_cls_cicr_s_ygr/ He cooTeeTcTByeT TpebosaHuam J1M-Ne(003533)~(Pr-RU)-301023 TIASAtET, o

(HeoBxoaMmMoe NOAYEPKHYTH)

3amecTuTenb HavanbHrKa OKK no npon3BoACTBY: M / CykoHHuKoBa T,

Odopmneno: asnosa O.I1.

Crpanmua: 2 us3 2




