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TAPMALIEBTMKA Nuuexsua MunucTepersa MpoMbIWAEHHOCTH U Toprosau PO Ne /10 /

CepTudmrat kavecTsa cepum Ne 9277 ot 10.09.2024

NamoTtpuakuH, Tabnertku 25mr

TOProBoe HaumMeHoBaHue NEKapcTBeHHOro npenapara, JleKapcTeeHHan ¢0pma, AC3MPOBKa
PeructpaumonHoe yaoctoseperue /1M-No(003533)-(Pr-RU)

Homep cepuu 080824

[fata Havana npoussoacTBa 17.08.2024

Konuuectso 7296 ynaKkosoK

AHafI13 BbINONHEH NO HOPMATUBHOMY [LOKYMEHTY JN-Ne(003533)-(Pr-RU)-301023
HavmeHoBsaHWe nokasartens Meroa kortpons Pe3ynbTaTt KoHTpons

HopmaTtueHoe 3Hayerue

Onucaxue BusyansHsli
Kpyrasie naockouMauHapuyeckue TabneTku Benoro Kpyraible naockoumamHapuyeckue Tabnetiu

MK BENOTO C MENTOBATHIM OTTEHKOM LiBeTa C pucKoii ¢ | 6enoro LBseTa ¢ pUCKGH C 0AHOM CTOPOHBI U
OAHOM CTOPOHBI M packamu ¢ aByx CTOPOH. pacKamu ¢ ABYX CTOPOH.

NognuHHOCTL BIXKX

Bpemsa  yOoepwuBaHMA  OCHOBHOrO  nMKa  Ha
XpOMaTorpamme  UCMbITYEMOro  pacTeopa  A0MKHO
COOTBETCTBOBATL BPEMEHW YLALPMMBAHUS OCHOBHOMO CooTeeTcTayeT
NWKa Ha XpomaTorpamme pacTsopa CTaHAapTHOro
obpasua namoTpumKMHa (paspen «KonuuecrsenHoe
onpegeneHuen),

Pactsoperue [® XIll YO-cnexktoodotomerpus
He meHee 75% (Q) CsHCloNs (namoTpugmmHa) yepes 104 %
30 MMHyT,

PopacreesHble npumecn BIXKX

Mpumecs B — He Bonee 0,2%;

npumecs C— He Gosee 0,5%;

EauHmyHas HemaenTuduLMpoBartan NPUMECE — He
6onee 0,2%,

Cymma npumeceit — He Gonee 0,8%.

He oBHapyweHo

Muxpo6uonoruueckas yuctoTa D Xill Kateropus 3 A.

Obwee uucno aapobHeix

MWKpoopranusmos s 1r; He Bonee 1-10° KOE / r/mn; Meree 1-101 KOE

Oblwee Yucno ApoKesbIX 1

nnecHesbIx rpubos B 1r; He bonee 1-102 KOE/ r/mn; MeHee 1-10' KOE

Escherichiacolis 1. orcyTcTeme 8 1 r/ma, Ortcytcrayer

OpHopoaHocTs A03MpoOBaHMA [ Xl
AV<15,0%. 5,9 %

KonudecrserHoe onpegenenue B3aXX
Copepmanmne  CoH7CloNs (namoTpumpKuHa)  pomxHo 24,06 mr
6biTs 07 23,13 o 26,88 Mr 8 TabneTke.,

Ynaxoska Mo 10, 25, 30, 50 Tabnetok B KOHTYPHYIO Auelikosyio | 30 Tabnetok & KOHTYPHOWM  AYelikosoit
YN3KOBKY U3 NAGHKM NONMBMHUNXAOPUAHON U GONBLI YNaKOBKE M3 NAEHKM NONMBUHUAXAOPUIHGH
aMOMUHNEBOW NEYaTHOM NaKKMPOBaHHOM. M doAbrM  aMOMWUHMEBOW  nevaTHOM
Mo 10, 20, 30, 40, 50 uam 100 TabaeTok & GaHku M3 | NaKMpoBaHHOMN.
nonusTUneHTepedTanarta ans /IBKAPCTBEHHBIX | 1 KOHTYPHaR s4YeliKoBas ynakoBsxa BmecTe C

CREACTB, YKYMOPEHHbIE KPbILKAMY HaBUHYMBAEMBIMU VHCTPYKLUWEN N0 NPUMBHEHWIO MOMELLEeHb! B
C KOHTPONeM nNEepBOro BCKPLITMS MAW  CHUCTEMO KapTOHHYIO YNakosky (nayky).
€HaX(aTb-IOBEPHYTL? U3 MOAMNPONMAEHE  WAW
nonusTMNEHa WM BaHKM NOAMNPONMAEHOBbIE ANA
/IEKEPCTBEHHLIX CPEACTB, YKYNOPEHHbIE KpbIWKaMM
HETATMBAEMbIMM C KOHTPO/JIEM NEPBOTO BCKPLITWA W3
nonusTUneHa, v Banku noavnponuaeHoBble Ana
NIKAPCTBEHHbIX CPEACTB, YKYNOPEHHLIE KpbIlUKamM
HaTATMBAEeMbIMM C KOHTPONIEM NEPBOrO BCKPLITWA M3
MO/IM3TUIEHA BbICOKOTO AaBNEHMA.

CBoSoaHOe NMpocTpaHeTeo & Banke 3anoAHAT BaTOM
MEANLMHCKOW FMIPOCKONUYECKOM.

Ha 6aHKy HakneusawoT 3TUKETKY Ha  OCHOBe
CaMOK/EALLEICA MABHKM WM STUKETKY M3 Bymaru
3TUKETOYHOM.

OgHy 6aHky wam 1, 2, 3, 5 van 10 KOHTYPHBIX

Odopmnero: Masnosa O.I1. Crpannna; 1 w32
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PAPMALEBTVKA

341-09;

AUeMKOBbIX YNakoBOK BmecTe C MHCTPYKUMER no
NpUMEHeHUI0 MOMELWaIoT B  KapTOHHYIO yNaKoBKy
(naury).

MapKuposKa Ha wKouTypHolt fueiikoBOW yNaKoBKe (6auctepe) | Ha  KOHTYpHO¥ AYEMKOBOM  YynaKoBKe
YKa3bIBatOT TOProsoe HaumeHoBsaH e NEeKapcTBEHHOTo (6auctepe) yKasaHo: Toprosoe
npenapata (cosnagaer € MEKOYHapOAHbIM | HaWMeHoBaHue NeKapCTBEHHOT npenapata
HenaTeHTOBaHHbIM HanMeHOBaHWem), NeKapcTBeHHYIo (coBnapaer c MEMAYHAPOAHbBIM
bopmy, AO3MPOBRY, HauMmeHoBaHWe [epatens | HenaTeHTOBaHHbLIM HaumeHoBaHuem),
PErMCTPaLMOHHOTO YAOCTOBEPEHUA U HavmeHoBaHMe | NeKapCTBeHHadA dopma, [O3UPOBKa,
NpoM3BOAMTENA NIEKaPCTBEHHOTO npenapata, HOMep | HaumeHoBaHWe Lepratens
cepuu (BRAKOHAIOWNA MeCcAl W rof NpousBOACTBa), | PErMCTPaLMOHHOTO yAOCTOBEPEHMA ]
LATY UCTEHEHWA CPOKa rOAHOCTH (mecau v roa). HauMeHoBaHKe npov3BoaMuTENA
Ha  aTvkeTke  BaHKM  yKasblBalT  TOProsoe AEKapCTBEHHOMO Npenaparta, HOMEp Cepvu
HaumeHOBaHWe NeKapcTseHHoro npenapaTta | (BKloualOWwiA MeCAL, 1 TOA NIpoOM3B0OACTEA),
(coBnagaer C MEeXAYyHapPOAHLIM HenaTeHTOBaHHLIM | AaTa WeTeHeHus CpPOKa rogHOCTH (mecaw w
HaMMeHoBaHUeM), IeKapCTBEHHYIO dopmy, | roa).
[03UPOBKY, KOMMYECTBO tabnetoxk B GaHwke, cnocob | Ha KapTOHHOW ynakoske (nayke) ykasaHo:
npUMeHeH!A: «4NA npruema BHYTPBY, HaMMEeHOBaHWe | TOprosoe HaumeHOBaHME JIZKapCTBEHHOrO
[epwatens  PerucTpaluoHHOro yOOCTOBEPEHMA W | mpenapata (coBnapaet © MeayHapoaHbIM
HEWMEHOBaHMe  MpPOM3BOAMTENs  JIEKapCTBEHHOMO HenaTeHTOBaHHbIM HanMmeHOoBaHKeM),
npenapara, NOroTHN NPOU3BOAWUTENA W/MAv AOTOTWN | H2MMEHOBaHME nepraTtens
33Ka3uvKa, dapm-kod, HOMEp Cepuu (BKAOUEIOWNA | PErUCTPALUMOHHOTO yaocToBEpeHus “
MecAl, W rop NPov3BOACTBa), OaTy WCTEHEHWS CpoKa | HaumeHoBaHue npoussocauTens
ro4HOCTY (ropeH 40: Mecau v rog). NeXapcTBEHHOTO npenapaTa, agpec
Ha KapTOHHOM yrnaKoBKe (nauKe) yKassbiBaloT TOProBOE | MPON3BOAUTENA NleKapcTBEHHOro npenapara
HaumeHosaHue NeKapCcTBEHHOro npenapara | (crpaka, obnacts, ropop), 2NEKTPOHHBIA
(coBnagaeT € MEWAYHapOAHBIM HenaTeHTOBaHHBIM | agpec W caliT npow3sogwTens, anpec
HauMeHOBaHWEM), HaumeHOoBaHWe [epwaTens | Aeprartena perucTpaLmoHHoro
PeruCTPALMOHHOTD YAOCTOBEPEHNA U HauMeHoBaHMe | yaocTosepeHMa  (cTpana), /exapcTBeHHan
NPOW3BOANTENA NIeKapCTBeHHOMO Mnpenapata, agpec | dopma, AO3MPOBKE, KOIUHECTBO TabneToK B
NpPOM3BOAMTENA NIEKAPCTBEHHOTO npernapaTa (CTpaHa, | yrakoeke, uHbopmaumMa O  cocTase
obnacts, ropof), 3)EKTPOHHBIA  aapec ¢ caliT | nexkapcTBEHHOMO NpenapaTta (HaumeHoBaHue
NpOM3BOAMTENA, 24PEC ACPHATENA pPervicTPaLMOHHOIO | AEACTBYIOLEro BEILRCTEa U ero KOAM4YecTso,
YO0CTOBEPEHUA (cTpaHa), ANeKapCTBeHHYIO dopmy, | nepeueHb  BCNOMOTATENbLHBIX BELLECTB),
[O3MPOBHY, KONMHECTBO TabneTok 8 VYMaKoBKe, | HOMEp Cepuu (BKAKOYEKOWMIA mecsL, U FOA
WHGOPMALMIO O COCTaBe /IeKapCTBEHHOTO npenapara npowssoacTea), MAaTa MCTeueHuA  CPOKa
(HaumeHoBaHMe OeWcTByiOWero BelwlecTsa M ero rogHocTH (rogeH Ao: Mecal u roa), ycnosusa
KOMMUECTS0, MepeYeHb BCromoraTensHbIX BELecTB), | XPaHeHUs, cnocob  npumenenua:  «Ona
Homep cepuu  (BrAloYalOWMiA - mecAl W TOA npuema BHYTPb», YCNOBWA OTMYCKa, HOMER
npoussoacTea), AaTy WCTeHeHUA cpoka TOAHOCTU | PerucTpauoHHOTO YAOCTOBEPEHNH, noroTun
(rogeH po: mecau # roa), yCIOBWA XpaHeHMs, cnocob | npoussoguTens, ¢apm-Koa, LITPUXOBO# KOA,
npumeHeHnA:  «[nA  npuema  BHYTRGY, yCnosus | ABYMEPHbI \UTPMXOBOM KOf C 4acTMHHOR
OTMyCKa, HOMEp PerrcTpaunoHHOro YOOCTOBEPEHMA, pacwmdpoBKOi nHbOpMaLLMK,
7IOFOTUN NPOW3BOAMTENA /WM JIOTOTHM 3aKa3unKa, cogepmalueiica B ABYMEDPHOM LUTPUXOBOM
dapm-kopa, LWTPUXOBOW KOA, [ABYMEPHbINA WTPUXOBOMN | KOAE, «CmoTpu WUHCTPYKUMIO no
Kop, € MONMHOW WM 4acTMUHOM  pacluvMdPOBKON | MPUMEHEHWID (nvcTok-BrAadbiW)»,  «He
nHpopMaLmm, comepwallgiica B ABYMEDHOM | NPUMEHATH MO WCTEYEHMMU CPOKa roAHOCTMY,
ITPUXOBOM KOAE UK Bea Hero, «CMOTPU MHCTPYKLMIO | «XpaHWuTs B HEAOCTYIHOM ans  pereid
No NPUMEHEHMID (AMCTOK-BKNAABIW) Y, kHE MPUMEHATS | MECTED.
HO WCTEUEeHWW CPOKa TOAHOCTMY, «XpaHuTe B [onoaHuTeNbHO Ha KapTOHHOM YynaxkoBKe
HepoCTyNHOM ANA [LeTen mecrey. (naudke) npofybauposaHs Toprosoe
[lononHuTENBHO  Ha KapTOHHOWM YynaxKoBske (nauke) | HammeHOBaHME u [031pOBKa c
Ly6AMpYETCA TOProBoe HalmeHoBaH e 1 [03MPOBKA C | MCMOb30BAHUEM wpwdTa bpains.
Wcnonb3osaHuem wpudTa Bpaina. |

XpaHeHue Mpy TemnepaType He Bslle 25 °C.

| Cpox roAHoCTH 3rona [ Topew ao: 07/2027

3ar/lOYEeHMe: COOTBETCTBYET/ He COOTBETCTBYET TpebosaHMAM JIN-Ne(003533)-(Pr-RU)-301023

' (weobxoaumoe NOAYEPKHYTE)
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