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305022, Poccust, Kypek, yn.2-s Arperarnasi, a.1a/18
Jlupexrop o kauecTy: Tei/pakc (4712) 36-08-06, e-mail<ealysenko@pharmstd.ru>
Havansank OKK: Ten/daxc (4712) 36-08-90

Nacnopt N2 040000863371

HaumeHoBaHue npenapata no HA,

Homep cepum 1490926

AHanbrnH tabnetkun, 500 mr

[ata npoussoacrea 14.09.2026

AHanu3sbl/UCnbITaHUA NPOBeAEHbl B COOTBETCTBMM € H,

Konnuectso npoAayKuum B cepuu (T.ynak) 36,264

lfoaeH po 08/2031

HA, /IN-Ne(013759)-(Pr-RU)-030326

Aara HanmeHoBaHue

aHausa nokasareneu

Tpe6oBanua HA,

Pe3ynbraTtbl aHaAU30B/MCNbITaHWI

25.09.2026 OnwucaHne

BusyanbHbii

Kpyrnbie, N10CKOUMANHAPUYECKME TabNeTKU
6enoro nnv 6enoro ¢ }KenToBaTbiM OTTEHKOM
LBeTa, ¢ GacKom U pUCKoM.

CootBetcTByeT

Kpyr/ible, N0CKOUMAVHAPUYECKME
Tabnetku 6enoro c enToBaTbim
OTTEHKOM LBETa, C GacKoW U PUCKON.

24.09.2026 MoannHHOCTL

Peakuusa OKMCNEHUA C XJIOPHOI U3BECTbIO B KMCNIOW
cpege -

nossaeHue ronyboro okpalumMBaHus,
NnepexoAALLEro CHa4ana B 3e/1I€HOE, 3 3aTeM B
»enroe.

MAPOAW3 NPU HarpeBaHUK B KUC/IOM cpeae -
ollylieHWe cnaboro 3anaxa CepHUCTOro
aHrMapvaa.

OnpepeneHvie NPOAYKTOB peakumn ¢ xenesa (l1)
xnopuga pactsopom 30% -
noABNeHne TEMHO-KPaCHOIo OKPaLIMBaHMA.

CoortsetcTByeT
MossnseTca ronyboe oKkpalumBaHue,

nepexogAallee CHa4yana B 3e/1ieHoe, a
3aTem B XKenTtoe.

CooTBeTcTByeT

Ouwyuwaercs cnabblii 3anax cepHUCTOro
aHrMapuaa.

CoortsetcTByeT

MNosasnaeTca TemHO-KpacHoe

OKpalunBaHue.
25.09.2026 CpepHAasa macca PacueTHo-BecoBolt 552,9 mr
Tabnetok 071523,0 10 578,0 mr
25.09.2026 Tanbk o PO 1,8%
He 6onee 3,0 %
24.09.2026 PactBopeHue MopomeTpuyeckoe TUTpOBaHUE 95,8 %
He meHee 75 % (Q) meTamusona HaTpua Yepes 45
MUH.
22.09.2026 PopctBeHHble npumecu B3XKX 0,23 %
- 4-MeTUNaMUHOAHTUNMPUH — He Bonee 0,5 %
BIXX 0,06 %
- noban gpyran egMHUYHaA npumech — He 6onee
0,2%
BIXKX 0,29 %
- cymma npumeceii — He 6onee 0,5 %
25.09.2026 OaHopogHOCTL [® PP, cnocob 2, pacyeTHo-BeCOBOM 2,2%

A03nPOBaHNA

AV <15,0%

25.09.2026 Mukpobuonormyeckas

[® PO, kaTeropma 3A

MeHee 10 KOE/r
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yucrota Ob6Luee YMCNO a3pOBHbBIX MUKPOOPraHU3MOB — He

6onee 103 KOEB 1T
['® PP, kateropuma 3A MeHee 10 KOE/r
ObLLee YUCNO APOKIKEBbLIX U NAECHeBbIX rPnbos —
He 6onee 102 KOEB 1T
[® PP, kateropua 3A OrtcyTcTayeT
Ortcytcteue Escherichiacoli 811

24.09.2026 KonnuectseHHoe MopomeTpuyeckoe TUTpOBaHUE 499,6 mr

onpegeneHne OT1475,0 po 525,0 mr, cunTan Ha cpeaHIo maccy

opHOM Tabnetkm

25.09.2026 YnakoBKa B cootsetctemu ¢ HA, /IN-N2(013759)- CooTBeTcTByeT
(Pr-RU)-030326 Mo 10 TabneToKk B KOHTYPHYIO AYenKoByHO
Mo 10 TabneToK B KOHTYPHYHO AYEMKOBYIO YNAaKOBKY YNaKOBKY M3 NJEHKK
M3 NNEHKN NONNBUHUNXNOPUAHON 1 honbru NOANBUHUAXNOPUAHOW U doNbIn
a/IIOMUHMEBOM NeYaTHOW IaKUPOBAHHOM. ANlOMUHUEBOW NeYaTHoOM
1,2, 3 UK 5 KOHTYPHbIX AYEKOBbIX YNaKOBOK NIAKUPOBAHHOM. 2 KOHTYPHbIE AYeiKoBble
BMECTE C MHCTPYKLMEN MO NPUMEHEHUIO YNaKOBKM BMeCTe C MHCTPYKLMeN no
NOMeLLAIoT B NaYKy U3 KapToHa. NPYMEHEHNIO NOMELLEHbI B NaYKy U3
[onycKaeTca KOHTYPHblE NaYKkM NOMeLLaTb B KapToHa. 98 nayek B ogHOM Kopobe.
rPynnoByH YNaKOBKY C PaBHbIM KOANYECTBOM
WHCTPYKLUMIA NO MPUMEHEHUIO.

25.09.2026 MapkupoBKa B cootsetctBum ¢ HA, JIN-Ne(013759)- CoortBetcTByeT

(Pr-RU)-030326

1) NMepBMYHan yNnakoBKa NEKAPCTBEHHOTO
npenapara.

Ha KOHTYpHOI A4YeMKOBOW YNaKOBKe, C BAOXKEHUEM
B NayKy, yKa3blBalOT HAMMEHOBaHWe
npeanpUATUA-NPOU3BOAMUTENSA, Er0 TOBAPHbIN 3HAK,
TOProBoe HaMMeHoBaHMWe npenapara,
NleKapcTBeHHYo GopmMy, A03UPOBKY, HOMEP CEPUN,
CPOK rogHocTw. [lonyckaeTtca HaHeceHune
dapmakoga. Ha KOHTYpHO A4EMKOBOM YNaKoBKe,
6€3 BNOXKEHUA B NaYKy, YKa3blBalOT HAUMEHOBAHMWE
npesnpUATUA-NPON3BOAMUTENA, EFO TOBAPHBIN 3HAK,
agpec, Ten./dakc, caifT, Toprosoe HaMmeHoBaHWe
npenapara, MexayHapoaHoe HenaTeHToBaHHoe
HanuMeHOBaHWe, NeKapCcTBEHHYO popmy,
[,03MPOBKY, HAMMEHOBAHME U CoAepiKaHue
[LEeNCTBYIOLLEro BeLecTBa B O4HOM TabneTke,
KONMYeCcTBO TabNIeTOK B YNAKOBKE, YCI0BUA
XpaHEeHUA, yC/I0BMA OTNYCKa, «Ana npuema
BHYTPb», «COAEPHKUT Caxapo3y», «XpaHUTb B
HeJOCTYNHOM /1A AeTei mecTe»,
perncTpaumoHHbI HoMep, HOMep Cepum, CPOK
rOAHOCTM, LUTPUX-KOA,

[Jonyckaetca HaHeceHWe dapmakoaa.
[OoNoNHUTENBHO MOTYT HAHOCUTLCA CPEACTBA
NOEHTUGUKALMM AN CUCTEMbI MOHUTOPUHIA
LBUKEHUA IEKAPCTBEHHbIX MPenapaTos Ans
MeAMLMHCKOro NPUMEHEHUA.

2) BTopuyHas ynakoBKa.

Ha nauke yKa3blBatoT HaMMeHOBaHuWe
npeanpUATUA-NPOU3BOAMUTENSA, Er0 TOBAPHbIN 3HAK,
aapec, Ten./dakKc, caifT, Toprosoe HauMeHoBaHWe
npenapara, MexayHapoAHOe HenaTeHTOBaHHoe
HauMeHOBaHWe, NEKAPCTBEHHYIO dopmy,
[,03MPOBKY, HAMMEHOBAHME U COAEPIKaHME
[EeVCTBYIOLEro BELLLECTBA B 04HOM TabneTke,
KOAMuecTBo TabaeToK B yNaKoBKe, yC10BUA
XpaHeHUs, yCA0BUA OTNYCKa, «Ana npuema
BHYTPb», «COoAepPXUT caxapo3y», «XpaHUTb B
HeaoCTYNHOM ANA AeTei mecte,
perncTpaLmoHHbI HoMep, HOMep Cepuu, CPOK
rO4HOCTH, WTPUX-KOZ, dapmaKos.

1) MepBUYHan ynakoBKa NEKAaPCTBEHHOMO
npenapaTa.Ha KOHTYpHOI AYeiKoBOM
YNAKOBKE, C BNOXKEHMEM B NAYKY,
YKa3aHbl HAUMEHOBaHUE
npeanpuATUA-NPOM3BOAUTENSA, €70
TOBapHbI 3HaK, TOProsoe
HaMMeHOBaHMWe npenaparTa,
NlekapcTBeHHaa popma, 4O3MPOBKA,
HOMEp CEPUU, CPOK FOAHOCTH.

2) BTopuyHas ynakoBKa.Ha nauke
YyKa3aHbl HAUMEHOBaHUE
npeanpuUATUA-NPOU3BOAUTENA, EFO
TOBapHbI 3HaK, agpec, Ten./dakKc, caiT,
TOprosoe HaMMeHOBaHMWe npenapara,
MeXAyHapoaHoe HenaTeHTOBaHHOoe
HaMMeHOBaHMe, ekapcTBeHHasa popma,
[03UPOBKA, HAMMEHOBaHWe 1
cofieprkaHve 4eiCTBYHOLWEro BeLLecTsa B
oAHoM TabneTke, KOMYECTBO TabneToK B
YNaKOBKE, YC/I0BUA XPAaHEHUA, YCNOBUA
oTnycKa, «[1a npuema BHyTPb»,
«CopepKnT caxaposy», «XpaHUTb B
HeA0CTYNHOM AN AeTei mecTey,
PErncTpaLMoHHbI HOMep, HOMep cepuu,
CPOK rogHOCTH, WTPUX-KoA, papmaKkoa,.
[oNoNHUTENIbHO HAHEeCEHbI CPeACTBa
WAEHTUOUKALMM ONA CUCTEMDI
MOHUTOPWHTA ABUMKEHUA NEKAPCTBEHHbIX
npenapaTos AnA MeAULUHCKOro
npUMeHeHus.
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LlonoAHUTENBbHO MOTYT HAaHOCUTLCA CpPeacTBa
UAEHTUOMKALMM ANA CUCTEMBI MOHUTOPUHTA
OBUXEHUA NeKapCTBEHHbIX NpenapaTtos AN
MEANLMHCKOTO NPUMEHEHUA.

25.09.2026 XpaHeHune MNpu Temnepatype He Bbiwe 25 °C. CooTBetcTByeT

25.09.2026 CpoK rogHocTH 5 net logeH go 31.08.2031

3akntoueHne OKK: JlekapcTBeHHbIV npenapaT AHanbrvmH Tabnetkun, 500 mr cepua 1490926 cootsetctayet HA, /1M-Ne(013759)-
(Pr-rU)-030326

Beaywuii cneumanmct (no Kauecrsy LesuoBa Hatanba AnekceesHa
roTOBOro NPoAyKTa):

MoanNncaHo 3N1eKTPOHHOM NoANUCHI0

25.09.2026 9:39 32045738-7970306529

[ata Bblgauum 3akio4eHns o Kadectse 25.09.2026




