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TNnueHsna Munuctepctsa MpombiwaexdHocT v Toprosau PO Ne 00072-/1C

Ceptudurar kavectsa cepum No 7197 ot 28.07.2023

NamoTpuaKuH, Tabnetku 25mr

TOPrOBOE HAMMEHOBAHME 1eKaPCTBRHHOrO NPenapara, NekapcrseHHan Gopma, S03MPOBKa
PeructpauuoHHoe yaoctosepeHue J1M-004076

Homep cepuu
[Aata Hayana npov3eoacTea
Konuyectso

AHanus BbINOMHEH MO HOPMaTUBHOMY OOKYMEHTY

030723
12.07.2023
7151 ynakosok

J1M-004076-160117, M3m.Nol

HaumeHosaHWe nokasaTtenn

MeTton KoHTpoAs

HopmartusHoe 3HaueHue

Pesynbtat KoHTpONA

Mpumeck B — He Gonee 0,2%;

npumecs C—He Gonee 0,5%;

EQMHMYHaA HenaeHTUOUUMPOBaHHaa npumecs — He Bonee
0,2%,

Cymma npumecei — He Gonee 0,8%.

OnucaHue Bu3syansHbii
Kpyrasle naockoumnuHapudeckue Tabnetku Benoro wau Kpyrasle naockouuanHapuYeckie
Benoro ¢ enTosaTbIM OTTEHKOM UBETa C PUCKOM € OaHOM Tabnetkn Genoro UBeTa ¢ puckoi ¢
CTOPOHbI M PACKamMu € 4BYX CTOPOH. OAHOM CTOPOHbI 1 pacKamu ¢ ABYX
CTOPOH.
MognvHHoCTL BIXX
Bpems yaeprmuBaHna OCHOBHOMO MUKa Ha XPOMaTOrpamme
MCMbITYEMOTO pacTsopa A0MKHO COOTBETCTBOBATL BPEMEHM CooTseTcTsyer
YOEPMMBAHUA  OCHOBHOrO MUKa Ha ~ XxpomaTorpamme
pacTeopa CTaHAapTHOrO 06pasLa NaMOTPULKMHA.
Pacteopetue [P Xl Y®-cnexkTpodoTomerpus
He meHee 75% (Q) CsH7ClaNs (namotpuauHa) vepes 30 102 %
MUHYT.
PoacreerHbie npumecn BIXX

He obHapy»eHo
He obHapyskeHo

He oBHapyxeHo
He obHapyeHo

23,13 no 26,88 mr 8 Tabnetke.

OaHopoaHOCTL AO3MPOBAHMS [ Xl

AV<15,0%. 7,7%
KonuyectseHHoe onpegenerue BIHX

Copepwarne CoHrClaNs (namoTpuamuHa) Lom«HO BbiTh OT 23,92 mr

MuKkpoBuonoruyeckas 4yucToTa
Obuwee 4ncno aspobHbix
MUWKpoOpraHusmoe s 1r;
O6Luee YACAO APOHIKEBLIX 1
NAecHeBbIX rpubos s 1r;
Escherichiacolis 1.

['® Xl Kateropus 3 A.

He 6onee 1:10% KOE / r/mn;

e bonee 1-102 KOE/ r/mn;
oTcyTeTeue B 1 r/ma.

Menee 1-101'KOE

Menee 1-101KOE
OrcyTtcTByeT

TOProsoe HavMeHOBaHue NIEKAPCTBEHHOrO  npenapaTa

Ynakoska Mo 10, 25, 30, 50 Tabnetok 8 KOHTYpPHYIO Aveiikosylo | Mo 30 TabneTok B KOHTYPHOM
YNAKOBKY 13 MNGHKM MOAUBUHMIXIOPHMAHON M (OMbIK | AYEHKOBOW  YMaKOBKE U3  MASHKW
aNKOMUHUEBOM NEYATHOW NaKMPOBAHHOM. NOJIMBUHUAXNOPUAHON M donbru
Mo 10, 20, 30, 40, 50 wam 100 Tabnetok 8 6aHKM W3 | aAOMUHWEBOMN ne4yaTtHon
nonusTUAeHTepedTanata ANA  NEKApCTBEHHbIX CPemcTs, NaKMpoBaHHOM.

YRYMOPEHHbIE KPLIWKAMM HABMHYMBAEMBIMM C KOHTPONEM | 1 KOHTYpHas aAuelikosan YNaKoBKa
MEePBOrO BCKPBITMA WKW CUCTEMOM «HaMaTb-NOBEPHYTHY U3 | BMecte . ¢ WUHCTPYKLUMEl no
noAMNponUaeHa nnu nousTUNEHE man BaHkK | NPUMEHEHUIO MOMELLEHa B KapTOHHYH
NOMNPONMNEHOBBIE  ANA  /IEKAPCTBEHHLIX  CPBACTB, | ynakosKy (nayky).
YKYNOPEHHbIE KPbIWKAM# HETATMBAEMBIMK C KOHTPONEM
MEPBOr0  BCKPLITMR M3 MNOAMITUAEHA, WAW  BaHKW
NONMNPONWNEHOBbLIE LA JEKapCTBEHHbIX  CPeACTS,
YKYMOPEHHbIE KpbIWKAMU HETATMBAEMBIMM C KOHTPO/EM
NEPBOro BCKPLITUA M3 MOMIMITUNEHE BbICOKOTC AaBAEHMS.
CeobogHoe npocTpaHCTBO B BaHKe 3a3M0/HRIOT  BaTON
MEAMUWHCKOM TMIPOCKONMYECKON,
Ha BaHKky HarkneuBaioT STMKETKY Ha OCHOBE camoKnenLencs
NABHKU UM STUKETKY M3 BYMaru sTUKETOYHOM.
OgHy Bamky man 1, 2, 3, 5 uam 10 KOHTYPHbIX AYeKOBbIX
YNaKOBOK BMECTE C MHCTPYKUMEH no  npumeHeHuio
NOMELAIOT B KAPTOHHYIO YNaKoBKY (nauky).
MapkupoBKa Ha KoHTypHe#t a4elikosoil ynaxoske (6aucTepe) yKkasbisaloT | Ha KOHTYPHOM A4YEfKOBOM ynaKoske

(6aucTepe) YKa3aHo: TOprosoe

Odopmnero: Adnacea M.B.
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DAFMALEBTUKA

MecTo HaxomaeHua: 000 «030H», Poccua, 445351 Camapckan 0ba., r. Murynescy, yn. Mecoynan, 4. 11
Mecta oCylLecTeNeHMA AMLeH3npyemoit aeatensHocTu: 000 «O30HY, Poccua, 445351 Camapckan 06, 1. 0. MWUrynesck, r. HMurynescy, yn.
rmapoctpouTened, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

Nuuensua MuHucTepcTsa NMpomsiwaeHHocTH W Toprosau P® Ne 00072-71C

(coBnagaeT €  MewayHapoAHbIM  HEenaTeHTOBaHHbLIM
HaMMEHOBaHUEM), NEKAPCTBEHHYH ¢OpMy, A03MPOBKY,
HauMEeHOoBaHKe fepsartens perucTpaLmMoHHoro
VOOCTOBEPEHNUA W HavMeHOoBaHWe  Npou3BOAMUTENA
NeKapCTBEHHOMC NpenapaTa, HOMEp Cepuun (BRAIOYBOWMA
Mecay W rog npousBoACTBa), A3TY WCTEYEHUN CPOKa
rogHoCTH (Mecal, 1 rog).

Ha sTukeTke BaHKM YKa3blBAKOT TOProBoe HauMMeHoBaHue
NIeKapCTBEHHOrO Npenaparta (CoBnagaar ¢ MeAyHapoAHbIM
HernaTeHTOBaHHbIM  HaMMEHOBaHWeM),  NEeKapCTBEHHYIO
GopMy, AO3MPOBKY, KOMYECTBO TabneTok 8 HaHke, cnocob
npUMeHeHua: «[na npuema BHYTPL», HAUMEHOBaHWE
AepsaTens PerncTpaLMoHHOro YA0CTOBEPeHKA "
HaumeHoBaHue nNpov3BOAMTENS NEKapPCTBEHHOIO
npenapaTta, JOrOTMN NPOM3BOAMTENA  M/WaM  NOrOTMN
3aKazuuKa, GapmM-KoZ, HOMep Cepum (BKAKOHaIOWMHA MecaL, v
rog NPOW3BO/ACTBA), AaTy MCTEUEHUA CPOKa rofHOCTY (roaeH
00: MEcAL, 1 roa). ;

Ha KapTOHHOW YynakoBKe (nadyke) yKasbIBaT Toprosoe
HauMeHoBaHWe NeKkapcTBEHHOro npenapata (cosnajaer c
MEMAYHAPOAHLIM  HEMATEHTOBAHHBIM  HaUMEHOBaHWEM),

HaumeHoBaHwe AepwaTtens PErucTpaLMoHHOro
YOOCTOBEpeHMA M HauMeHOoBaHWe  NpOM3BOAMTENA
NEeKapcTBeHHOro  Mpenapata, ajpec  NpoM3BOAMTENA

nekapcTeeHHoro npenapata (ctpana, obnacts, ropog),
3/IEKTPOHHBIN  agpec W caliT npoussoguTens, agpec
AEpaTeNs PerucTPaLMOHHOMD yaocTosepeHus  (cTpara),
NeKapcTeeHHyo GopMy, AO3UPOBKY, KONMUECTBO TabNeToK B
ynakoske, MHbOPMALUMIO © COCTaBe /IeKapCTBEHHOMO
npenapaTa (HAMMEeHOBaHWe AeWCTBYIOWEro BELLeCTBa U ero
KO/MYECTBO, NepeyYeHb BCMOMOTaTeNbHbIX BELLECTB), HOMEP
cepuu (BKNKOHaKOWMIA Mecsl, W rof NPoOW3BOACTBA), AaTY
ACTEUEHMS CPOKa rOAHOCTM (roAeH [A0: Mecal W roa),
ychosua xpaHenus, cnocob npumeHedus: «[ns npuema
BHYTPb», YCNOBWMA OTNYCKa, HOMEP PEerucTpaLuoHHOro
VAOCTOBEPEeHMS, NOTOTUN NPOM3BOAMTENA W/MAK NOTOTAN
33Ka3uMKa, (apm-KO@, LWTPUXOBOM KOA, ABYMEpHbIM
WITPUXOBO/ KOO, € MOAHOW WA YacTHuHOM pacluMdpoBKoi
uHdopmaLmy, copepalleiica B ABYMEPHOM LUTPUXOBOM
Koae unu 6es Hero, «CMOTPM MHCTPYKLMIO MO NMPUMEHEHMIO
(nucToK-BKNALBIW)», «He NPUMEHATL MO MCTEYEHUW CPOKa
FOAHOCTMY, «XPaHUTL B HEAOCTYMHOM ANR AeTel mecTey.
[lONONHUTENBHO ~ Ha  KapTOHHOW  ynakoske  (mayke)
ayBavpyeTca TOproBoe HauMeHOBaHWE M [03MpOBKa C
MCNoNb30BaHMeM WpKdTa Bpains.

HaumeHoBaHMe NEeKapCTBEHHOIo
npenapara (cosnapaer c
MEMAYHAPOAHBIM  HEMaTEHTOBAHHbLIM
HauMeHOBaHWEM), NeKapcTeeHHan
dopma, [03MPOBKA, HAUMEHOBaHWe
AepyKartens PEruCcTPaUMOHHOIo
YOOCTOBEPEHUA U HaWMEHOBaHWE
Npou3BOAUTENS NIeKapCTBEHHAro
npenapata, HOMEp cepum
(BRNMOYEIOLWMIA mecay, " rog

NPOM3BOACTBA), AATA WCTEYEHWA CPOKA
rofHOCTY (Mecau v rog).

Ha wapToHHOW ynakoske (nayke)
YKasaHo: TOProBoe HaumeHoBaHue
NIEKapCTBEHHOTO ripenapata
(coBnapaet o MeayHapoaHbIM
HenaTeHTOBaHHbIM HAUMEHOBAHWEM),
HaumeHoBaHUe pepwarens
PerucTpaumnoHHOro YAOCTOBEpPeHUs W

HaMmeHoBaHve npoussoauTens
NeKapCTBeHHOTO npenapata, agpec
NpoW3BoAUTENSA NAEKaPCTBEHHOrO

npenapata (cTpaHa, obnacts, ropog),
3/1EKTPOHHbIN appec " canT
Npov3BoAMTEeNA, aApec Aepwarens
PErncTPaLroHHOro YOOCTOBEPEHUS
(cTpama), nexapcTBeHHas — dopma,
[031Mp0OBKa, KoAMdYecTso Tabnetok B
ynakoske, WHbopmauus © cocrase
NeKapcTBEHHOTO npenaparta
(HanmeHoBaHMe LeUCTBYHOLLErND
BELLECTBAa ¥ 8r0 KONMYECTBO, NepeyeHs
BCNOMOraTeNbHbIX BELLEeCTs), Homep
cepvu (BKNIOUAOWMIA Mecay w rog
NPov3B0ACTBA), AATa MCTEYEHWA CPOKa
rogHocTv (rogeH 40: Mecay U roa),

YCNOBUWA XpaHeHus, cnocob
fApumeHeHua: «na npuema BHYTPbY,
yCNoBMA OTNyCKa, Homep
PerucTpaLMoHHOrO  Y/AOCTOBEPEHMUS,
norotun  npoussogutens, Gapm-kog,
WITPUXOBOM Koa, LBYMEDHbIHA
WITPUXOBOM Koo € 4acTM4HOM
paclmndposKon UHbOpMaLMH,
copepwaliencs B ABYMEPHOM
WTPMUXOBOM Koae, «CmoTpu
MHCTPYKUMIO MO NPUMEHEHWIO (ANCTOK-
BKN3AbIW)», «He nNpUMeHATs no

WUCTEHeHMM CPOKA rOAHOCTMY, «XpaHUTb
B HEAOCTYNHOM AN AeTel mecTen.
[ononHWTensHo Ha KapTOHHOW
ynaKoske (nauke) npogybaupoBaHbl
TOProBoe HavMeHOBaHWe W 4O3UPOBKA
€ UCNOAb30BaHMeMm WpudTa bpaina.

XpaHeHue

Mpu TemnepaTtype He sbiwe 25 °C.

Cpok rogHocTH

3roga

| rogeH go: 06/2026

3aknioueHue: cooTseTcTayeT/ He cootsertcTByeT Tpebosanuam J1M-004076-160117, N3m.Nel
—

Ohopmneno: Abnaesa M.B.

(HeoBxoaMMOe MOAHEPKHYT)

HayanbHuK OKK

/Ruprnuna N.9.

Crpanunua: 2 u3 2




