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Ceptudurat kavecrsa cepru N2 11521 o7 06.11.2024

JlamoTpuauH, Tabnetku 25mr

TOProgoe HauMeHOBaHUE NEKAPCTERHHOTO NpenapaTa, NeKapCTBeHHaA GopMa, A03UPOBKa
PerucTpaumoHHoe yaocTosepenue JM-Ne(003533)-(Pr-RU)

Homep cepuu

Hfara Hauana npoussoacTea

Konnuectso

AHanms BbINOHEH N0 HOPMATUBHOMY AOKYMEHTY

141024
08.10.2024

7192 ynakosoK

J1N-Ne(003533)-(Pr-RU)-301023

HavmeHoBaHWe noxKasaTtens

MeTtoa koHTpONIA

HopmaTtueHOe 3HaueHMe

Pesynbrar KoHTPOAA

EAMHWYHEA HEMAEHTHOUUMPOBEHHAEA NPUMETh — He
bonee 0,2%,
Cymma npumeceii — He 6onee 0,8%.

OnucaHue BuavansHblii
Kpyrbie naockoumnuHapuueckie Tabnetkv Genoro Kpyrisie naockouMnrMHapuYeckue Tabnetku
11 6en0r0 € HENTOBATHIM OTTEHKOM LBETa C puckoii ¢ | Benoro useTa c PUCKOI € 0fHOM CTOPOHS! M
OAHOI CTOPOHBI U hackamu ¢ [BYX CTOPOH. PacKamm c gBYX CTOPOH.
MoanuHHoCTL BaKX
Bpems  YOEpMWBAHWA  OCHOBHOMO  AWKa  Ha
XPOMaTOrpamMMe  UCMbITYEMOro  pacTBopa  A0MKHO
COOTBETCTBOBATL BPEMEHMW YAEDKUBAHUA OCHOBHOMO Cootsercrayer
NWKa Ha XpemaTorpamme PacTBopa CTaHAapTHOro
06pasya samoTpupmuHa (pazgen «KonudecTseHHoe
onpegeneHues),
PactsopeHue [® Xl Yd-cnekrpodoTomerpus
He meHee 75% (Q) CoHClaNs (namoTpumskuta) yepes 104 %
30 mMuHYT.
PoacTseHHbIE NpUMECH BIHKX
lMpumecs B — He Bonee 0,2%;
npumecs C—He Gonee 0,5%; He oBHapykeHo

Mukpobuonoruveckas yuctota
OBwee Yo aapobHbix
MWKpOOpraHMsmoe s 1 r;
O6Lee YMEno APOHIKEBLIX U

[® Xill Kateropus 3 A.

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

MeHee 1-101KOE

BbiTb 0T 23,13 fo 26,88 Mr B TabneTre.

nAecHesbIX rpubos s 1 He Bonee 1-102 KOE/ r/mn; MeHee 1-10* KOE
Escherichiacolis1r. otcyTcTsure 8 1 r/ma. Otcyrersyer
OAHopoaHOCTs AOSMPOBaHUS T Xl

AV<15,0%. 7,7%
KonuyecteeHHoe onpeneneHue B3MX

Conepranune CgH7ClaNs (namoTpuaKuHa)  pomiHo 26,62 mr

Ynakoeka

Mo 10, 25, 30, 50 TabneTok B KOHTYPHYIO AYelikoByio
YNAKOBKY U3 NNEHKM NONMBUHUAXAOPUAHONH U HONLIHU
aNOMWUHUEBOM NeYaTHON NakMpoBaHHOM,

Mo 10, 20, 30, 40, 50 uau 100 TaBnetok B BaHKK U3
noauatunextTepedTanaTa ana NEeKapCTBEHHbIX
CPeacTs, YKYNOPeHHbIE KPbILIKAMW HaBUHUYUBEEMBIMM
C KOHTPOMEM MepBoro BCKPLITUA WAM  cuCTEMOMN
CHAMATE-NOBEPHYTL? U3 MOAMNPONMASHZ  WUAM
noausTuneHs uavM GaHku NOAMNPONMABHOBbLIE AnA
/IEKAPCTBEHHBIX CPEACTB, YKYNOPEHHBLIE KpbllKamu
HaTATMBABMEIMM C KOHTPOMIEM MEpBOro BCKPLITUA W3
NOAMSTUNEHE, MAM BaHKM NOAMNPONUASHOSbIE Ana
NERAPCTBEHHLIX CPEACTB, YKYNOPEHHbIE KpbilUKaMK
HaTArusaemsimuM c KOHTpONEeM nepeoro BCHKPLITHA M3
NONU3TUASHE BbICOKOIO AABNEHUA.

CsoBoparHoe npocTpaHeTee & BaHKe 33aN0NHAIT BaTol
MEeOULIMHCKOW rrpoCKONUYEcKoR.

Ha 6aHky HawnewsalT sTMKeTHY Ha ocHoBse
CaMOKNEAWENCA MAGHKM WM ITUKETKY u3 Gymary
ITUKETOYHOM.

Opry Bawky wau 1, 2, 3, 5 wam 10 KOHTYPHbIX
AYEHKOBbIX YN3KOBOK BMECTE € WHCTPYKUMeH no

30 71abnetok B KOHTYpHOM syeiikosol
YNEKOBKE U3 NAGHKW MOAUBUHMAXNOPULHOM
4 donbrM  aniomMuHMesol  nevatHol
NaKMPOBaHHOM.

1 KOHTYpHas A4eliKoBas ynakoBKa BMecTe ¢
MHCTPYKUMEN NO NPUMEHEHUIO NOMELLEHb! B
Ka8PTOHHYIO YNaKkoesry (nauky).

Odoomneno: Benosa H.C.
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TACMALEBTKA
F NPYMEHEHMIO MOMELAOT B KapTOHHYIO YnaKoBKy
(naury).

MapKkuposKa Ha KOHTypHOW AueliKOBOM ynakoske (6avictepe) | Ha  KOHTYpHOR AYSMKOBOM  YNaKoBKe
YKa3b8al0T TOProBOE HauMeHOBaHMe NeKapCTBEHHOTo (BrucTepe) YHKA3aHO: TOprosoe
npenapara (coBnagaer ¢ MENKOYHEPOAHBIM | HaWMeHOBaHWe NeKapCTBEHHOTO MPenapara
HENATEHTOBAHHLIM HAMMEHCBaHUEN), IEKAPCTBEHHYIO | (coBnanaeT c MEMOYHaPOAHBIM
dopmy, LO3MPOBKY, HAUMEHOBaHWe  [ABPHaTe/A HenaTeHToBaHHLIM HaumeHozaHKem),
PErvCTPaUMOHHOTO YAOCTOBEPEHUA M HaUMEHOBaHAE | /ieKapCTBEHHER dopma, [LO3UPOBKE,
NPOW3BOAMTENSA /NIEKAPCTBEHHOMO Mpenapara, Homep HaWMEHOBaHWe fepwartens
cepun (BRAKOHAIOWMA MECAL, W O] MpOM3BOACTBA), | PETMCTPALMOHHOTO VAOCTOBEREHMA “
A3TY MCTeUeHMS CPOKa roAHOCTY (Mecal 1 rog). HaWMEHOBaHWE NpOU3BOAUTRNA
Ha  3TMKeTKe OGaHKM  yKasbiBaioT  TOPrOBOE | /IEKApCTBEHHOrO rpenapara, HOomep cepun
HaWMEHOBaHWe NEKapCTeeHHoro npenapata | (sKnioualolnid Mecal, U ro npov3soacTea),
(coBnapaeT C MewayHapoAHbIM HEMaTeHTOBaHHLIM | AaTa UCTeHeHNA cpoKa rogHOCTH (Mecal W
HauMeHOBaHWEM), NeKapCTBeHHYIO dopmy, | rog).
[03UpOBKY, KonuuecTso Tabnetok B8 Bamke, cnocob | Ha KapTOHHOM ynaKoBske (nauke) yrasaxo:
npumeHeHua: «[Lin NpUeMa BHYTPbY, HAMMEHOBaHWE | TOprosoe HaWMEHOBaHME JIEKAPCTBEHHOTO
[EpHaTeNs PerucTpauMoHHOTC YAOCTOBEpeHks W | npenapara (coBnapmaer ¢ memayHapoAHbIM
HauMeHoBaHWe MPOM3BOAWTENA  JIEKEPCTBEHHOrO | HEMATEHTO3AHHLIM HaumeHoBaH1em),
npenapata, AOTOTMA NPOM3BOAUTENA W/MaM NOTOTMN | HaMmeHoBaHe AepHaTens
3a3Ka3uMKa, Gapm-Koa, HOMEp Cepuu (BKnIOuBIOWMEA | PerMCTPaLMOHHOTO YAOCTOBEpeHUA W
MECAL ¥ rOf, NPOM3BOACTSA), AATY UCTEYEHMS CPOKA | HAMMEHOBAHME fpOV3BCaUTENA
roAHOCTH (FOAEH 40: MECALL U rog). NEKapPCTBEHHOMD npenaparta, anpec
Ha KapToHHoM ynakosxe (nauxe) yKassiBaloT TOprosoe NpOU3BOAMUTENA NEKAPCTEEHHOMO Mpenapara
HaWMmeHOoBaHue NeKapCTBEHHOro npenapata | (ctpama, obnacts, ropoa), 3NeKTPOHHbINA
(coBnapaeT C MeMAyHapOAHbIM HENATEHTOBAHHBIM | 3apec W caliT npowsBoguTens, anpec
HaumeHoBaHHemM), HaumeHosaHue NEPHETENR | OepwaTens PErvcTPaLMOHHOTO
DerUCTPALMOHHOTC YAOCTOBEPEHUA U HAaUMEHOBaHWE | YAOCTOBEPEHNA (cTpaHa), nexapcTBeHHAA
MPOU3BOAUTENS fIEKAPCTBEHHOrO Npenapara, 2apec bopma, O3UPOBKA, KONMYECTEO Tabnetok B
NpPOM3BOAMTENA NEKapCTBEHHOrO npenapata (cTpama, | ynakoske,  MHOpmauuA O  cocTase
obnacTs, ropoa), 3/EKTPOHHBIA aapec M calit | nexapcteedHoro npenapata (HaumeHoBaHue
NpoK3BOAMTENS, BAPEC [I@PKATeNA PErUCTPALMOHHOTO [eNCTayIoLero BEIECTBE W ero KONWYEeCTEo,
yaocToBeperns  (CTpaHa), /eKapcTBeHHYylo dopmy, | nepeyeHs  BCNOMOraTenbHbix BELLECTB),
O03MPOBRY, KOAW4ecTBO TabneTok B8 YNaxKoBKe, | HOMEP CEpMK (BRAloUAOWMA MECAL, U TOA,
uHbOpMaLuMic O COCTaBe /NeKapCTBeHHOro npenapara NpOKM3BOACTEA), [AaTa MCTeYeHua  CpoKa
(HaumeroBaHMe [EWCTBYIOWEro BEWECTsa 1 Ero | roaHocTM (ropeH A0: MECAL, U TOA), YCAOBUA
KOAWYECTBO, MepedeHb BCMOMOTaTe/bHbIX BEUECTB), | XPaHEHWS, cnocob6 npumeHenua:  «nAa
HOMEp CepuM  (BRAIOYAIOWMA  MECAL, M rOA4 | Mpuema BHYTpo, YCNOBWA OTMYCKa, HOMep
NpoW3BOACTEA), [aTy WCTEYEHWs CPOKa TOAHOCTH PErMCTPELNOHHOrD YAOCTOBEPEHUA, AOTOTHN
(ropeH AO: MEecAu U o), YCNoBUA XpaHeHns, cnocob | npovasoauTens, GapM-KOA, WTPMXOBOKA KOA,
npumeHexua: «[A8  npuema BHYTPb®, YCJOBUA ABYMEPHBIN WTPUXOBOW KOA € 4acTUHHONA
OTNYCKa, HOMEP PErvCTPaLMOHHOTO YAOCTOBEPEHUA, pacuindpoBKoi uHdopmaLmm,
NIOTOTUM MPOW3BOAUTENA /UMW NOTOTMM 33K234MK3, conepallelica B ABYMEDHOM LWTPUXOBOM
$hapm-Kod, WTPHUXOBOH KOA, [BYMepHBIY WTPMXOBOM | KoAg, «CmoTpH WHCTPYKLUMIO no
Kog C NOAHOW WMAM  YacTMuHOM pacwudpOBKOA | NPUMEHEHMIO (nucTok-Bknageiw)»,  «He
uHdopmauym,  cogepwalelica B ABYMEPHOM | NPUMEHATH MO MCTEUeHWW CPOKa FroAHOCTUY,
WITPUXOBOM KoAe unu Bes Hero, «CMOTRU MHCTRYKUMIC «XpaHuTs B HEJOCTYnHOM Ana  peteit
M0 NPUMEHEHMIO (NMCTOK-BKAABIL]Y, ¢He MPUMEHATE | MECTEN. :
No  WCTEuEHMM CPOKa [OAHOCTM®, «XpaHaTh 8 | [ONOAHWTENbHO Ha2 KapTOHHOM ynakoske
HEAOCTYNHOM ANA AeTel mecTen. (naure) npopybanposaHsbl TOprosoe
JIONONHUTENBHO Ha KaPTOHHOM YymaKoske (nauxe) | HaumeHoBaHMKe a [LO3UPOBKE c
AyBAvpYyeTCs TOProBOE HaVMMEHOBAHWE 1 AO3MPOBKE C | MCMONL30BARMEM wpudTa Bpaina.
WCNoNb30BaHKeM wpudTa Bpanss.

XpaHerue Mpw Temnepatype He sbilie 25 °C.

Cpox rofHOCTH

| 3roga

| FogeH po: 09/2027

3aKknueHue: wyeﬂ He cooTsercTeyet TpeboBaHMAM JM-Ne(003533)-(Pr-RU)-301023 o
(HeobxoaRMoe MOAYEPKHYT) RS
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