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OAPMALIEBTUKA

33.813(02)

Mecto Haxomaerus: 000 «OzoH», 445351 Camapcwran 06n., r. Muryneseck, yn. Necoynas, 34,11

MecTa ocywecrBneHua auueHaupyemoii geatensHocTu: 000 «0O30H», 445351 Camapckas o6, 1. 0. MuUrynesck, r. Hurynescy, yn.
TwapocTpouTened, o, 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00
JuueHsua Muructepersa MpombiwneHHocTH u Toprosau PO No N012-00102-77/00010730

CepTudurar kauectsa cepum Ne 3477 ot 16.03.2026

Tonupamar, Tabnetku, NOKpPbITbIE NASHOYHOM o6onoukoi, 25 mr

Homep cepuu
[ata Havana npoussoacTsa
Konwnuyectso

AHA/I3 BbINOJIHEH N0 HOPMATUBHOMY SOKYMEHTY

TOProBOe HaMMEHOBaHWE NEKAPCTEEHHOMS npenaparta, NekapcreeHHan ¢DDM3, AO3MpOBKa

PeructpauuorHoe yaoctosepenue JIM-Ne(003414)-(Pr-RU)

020226
27.02.2026
10 320 ynakoBok

JIN-Ne(003414)-(PT-RU)-131023

HaumeHoBaHue nokasaTens

MeTton KoHTpOAS
HopmarusHoe 3HaueHue

PesynbTat KOKTpPOAIA

EAMHWYHASA HEMOEHTUPMLMPOBAHHAA NPUMECh — He
6onee 0,2 %;

Onucanne BusyanbHbIN
Kpyrible [BOAKOBLINYK/blE TaBAETKM, NOKPbITbIE Kpyribie ABOAKOBLINYKAbIE TaBAETKM, MOKPbITbIE
nNeHouHo oBonoukoit noutw Genoro ugerta. Ha n/ieHo4HoM oBonoykol noutk 6enoro uBeTa. Ha
paspese A4po 6enoro uau nouTr Benoro ugera. paspese agpo 6enoro useta.
MopanrHoOCTE B3XX
Bpema  yoepMBaHWMA  OCHOBHOMO NMKa  Ha
XpOMaTorpamme WCMbITYEMOro PacTBopa [AONMKHO CooTseTcTByET
COOTBETCTBOBaTL BPEMEHM YASPMMBAHWA NWKa
TOMMpamaTa Ha XpomaTorpamMme CTaHgapTHoro
pacTteopa (pazpen «KoauyectseHHoe
anpegenexumen).
PactBopeHue [P Pd, BOHKX
He meree 80 % (Q) Ci2H21NOsS (Tonupamata) yepes 93 %
45 MUH.
PoacTeeHHble npumecu B3IXX
Tonupamata npumeck A — He Gonee 0,5 %; 0,02 %

He oBHapyseHo

O6uiee 4UCN0 APOMHIKEBLIX
1 nnecHesblX rpubos;
Escherichia coli.

He 6onee 1:102 KOE/ r/mn;
oTcyTCTBME B 1 r/MA

Cymma npumeceli — He 6onee 0,7 %. 0,02 %
OnHopoaHocTh [P PP, cnocob 2
L031poBaHua AV<15,0%. 3,6%
KonuuecreeHHoe BIXX
onpegpenexue 0O722,5 0o 27,5 mr C13H21NOgS (tonupamara), cuuTas 25,5 mr
Ha cpeaHIolo maccy TabneTku,
Mukpobuonormnyeckas ['® P, Kateropua 3 A.
YyucToTa
O6uee yucno aspobHbIx
MWKPOOPraHKu3MoB; He Bonee 1-10% KOE/ r/mn; MeHee 110" KOE

meHee 1-10" KOE
oTCyTCTBYET

YKas3blBalOT Toprosoe HanuMeHoBaHue
NeKapcTBeHHOro npenaparta (cosnagaer c
MEXAYHapoaHbIM HEeNaTeHToBaHHbIM
HanMeHOoBaHWEM), NleKapCTBEHHYHO dopmy,
B03UDOBKY, HauMeHoBaHue aeprartens
PErucTpaLMoOHHOro YA0CTOBEpEHMA ]
HalMeHOBaHWe MpOW3BOAWUTENA JIeKapCTBEHHOrO

Npenapara, Homep CepuM (BKIHOYAKOWME Mecal, u

YnakoBKa Mo 5, 7, 10, 14, 15, 25, 28, 30 uau 60 TabneToK B | Mo 30 Tab/eTOK B KOHTYPHOM AYEMKOBOI ynaKkoske
KOHTYDHYIO  AYEMKOBYIO YNAaKOBKY M3 TUIEHKWM | M3  NAGHKM NOMMBUHWUAXNOPUAHON U donbri
NONUBUHUNXNOPULOHOMN nubo NNEHKK | 3/IOMUHUEBON MEeYaTHOM N2KMPOBaHHOI.
NONMBUHUAXNOPUAHON/NOAMBUHUAMARHXNOPUaHOH | 1 KOHTYpHaA A4elKOBaA YNakoBKa BMecTe ¢
1 GOABLMM aNOMUHUEBON MeyaTHON NaKUPOBaHHOM. MHCTPYKUWEH N0 MeOMUMHCKOMY NpUMeHeH!Io
1,23, 4,5,6,7, 8 uwm 10 KOHTYPHBIX AYeMKOBBIX (nucToK-BKNagbIW) NoMmelleHbl B KapTOHHYHK
YNEKOBOK BMECTE C MHCTPYKLMER MO MEAWLMHCKOMY | ynaKoBKy {nauky).
MPUMEHEHUIO  (NMCTOK-BKNAABIW) noMewawT B
KapPTOHHYIO yNaxkosKy (mauky).

Mapkuposka Ha KoHTypHOI1 suelikoBoil ymakoske (6uctepe) | Ha KOHTYpHOM A4eifKOBOM ynaKoske (6nucrepe)

YKa3aHo:
NeKapcTBEHHOTO
MEWAYHaPOoaHbIM

TOprosoe
npenapara

HauMeHoBaHue

(cosnagaer ¢
HenaTeHTOBaHHbIM
HaumeHoBaHuem), NeKapcTeeHHasnA dopma,
[O3UPOBKa, HaumeHOBaHWe [epwaTens
perucTpaumMoHHoro yAocTOBEpEHUA "
HauMeHoBaHWe NPOM3BOAWTENA JIEKapPCTBEHHOMO
npenapata, HOMep cepuu (BKAOYa WA MecAL, 1

Odopmnero: Benosa H.C.

Crpannua: | u3 2
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30.813(02)

Mecro Haxomaerua: 000 «O3oH», 445351 Camapckaa 6., r. urynesck, ya. Mecoysas, 34, 11

MecTa OCyLLeCTBNEHUA AMLEH3UPYEMO AeAaTensHocTi: 000 «O30H», 445351 Camapckan 06, 1. 0. Murynescx, r. Murynesck, ya.
rmaopoctpoutenei, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00
Nuuenans MuHucrepcrsa MNpomsilwnerHoctu u Toprosav PG Ne J1012-00102-77/00010730

rof, NMPOM3BOACTEA), AATY UCTEYEHMWA CPOKa FOAHOCTH
(mecau v rog).

Ha KapToHHOM ynakoBke (Mayke) yKasbiBaioT
TOprosoe HanMMeHoBaHue NeKapCTBEHHOrO
npenapata  (COBNag@eT € MEMAyHapogHbIM
HenaTeHTOBaHHbIM HanmeHoBaHWem),
HanmeHoBaHue pepwarena perucTpaumoHHOro

YAOCTOBEPEHWA W HAaMMEHOBaHME NPOU3BOAMUTENS
NeKapCTBeHHOro npenapaTa, afpec NpPoM3soauTens
nexapcTBeHHoro npenapaTa (cTpaHa, o6nacts,
rOpof), 3NEKTPOHHBIM aApec U caidT NPou3BOAMTENS,
agpec AepxaTens perucTpauyMoHHoro
yAocToBEepeHMA (CTpaHa), /NeKapcTBeHHy dopmy,
[LO3WPOBKY, KOAW4YecTBO TabneToK B YNakoBKe,
MHOGOPMALMIO O COCTaBE NIEKAPCTBEHHOTO Npenapara
(HaumeroBaHWe [EWCTBYIOLWEro BELecTsa M ero
KONMYECTBO, NepeyeHb BCOMOraTeNbHbIX BELECTS),
Homep Ccepuu (BKMIOYaKOWMK  MecAl M rog
Npou3BOACTBA), AaTY MCTEUEHWA CPOKa T[OAHOCTH
(rofieH A0: MecaL v roa), YCAOBKA XpaHeHKa, cnocob
npumeHexsua: «[aa npuema BHYTPb», YCI0BUA
OTNYCKa, HOMEP PEruCTPaLMOHHOTO YA0CTOBEpeHUS,
AOTOTUN NPOM3BOAWTENR, ©GapM-KO4, WTPUXOBON
Kof, OBYMEPHbIA LITPUXOBOW KOA4 C MOJHON WAu
YacTUUHOM pacwudposKon MHpOpMaLK,
COOEPMHALLEACA B ABYMEDHOM LUTPUXOBOM KOOE MK
fez Hero, «CMOTPM MHCTRYKUMIO MO MEAWMUMHCKOMY
NPUMEHEHUIO (UCTOK-BKAAAbIW)», «He NpumeHATb
Mo MWCTEYEHMM CPOKa TrOAHOCTMY, «XPaHWTL B
HeA0CTYMHOM /17 AeTel mecTe.

[oNoAHUTENLHO H2 KapTOHHOW ynakoske (nauxe)
ayBAnpyeTca TOprosoe HaMMeHOBaHKWe M [03MPOBKa
¢ ucnonbsosaHuWem wWpudTa Bpains.

rog nNpowM3BOACTBA), [gata WCTEYEHWMA CpoOKa
rogHocTu (mecau v rog).

Ha KapToHHO# ynakoske (mayke) yKasaHo:
TOproBoe HaumeHoBaHuUe NeKapCTBEHHOIQ
npenapata (coBMaggeT ¢ MEeMAYHapoAHbIM
HEMAaTEHTOBAHHbIM HaMMEHOBaHWEM),
HaWMeHOBaHME [EPMKaTensa pPerncrpaumorHOro

YOOCTOBEPEHWUA U HAUMEHOBaHWE MPOU3BOAUTENSA
NEKapCTBEHHOTO npenapara, appec
Nnpov3BoAMTENA  NIeKapCTBEHHOro  npenapaTa
(cTpana, obnacTb, ropon), 3NEKTPOHHbLIA agpec u
caliT  npoussoguTens,  ajpec  Aepartens
perucTpaLMoHHOro  ypocTtosepeHus  (cTpaHa),
NeKkapcTeeHHas dopma, [03WMPOBKa, KONMYECTBO
TabneTok B YynakoeKe, MHbOpMaLMA O cocTase
NeKapcTBeHHOro  npemapata  (HaumeHosaHwe
[EVCTBYIOWEro BELecTsa M ero  KOJMYecTso,
nepeyeHb BCMOMOTaTeNbHbIX BELLeCTB), Homep
cepvn (BKIOMAOWMIA MeCaL, 1 rog NPoU3BoACTEa),
[aTta UcTeyeHus CPOKa rofHOCTH (rodeH 4o: mMecsal,
W rog), yChoBusa xpaHeHua, cnocob npumMeHeHus:
«[ns NpMema BHYTPb», YCNOBUA OTMYCKa, HOMEp
pPerycTpauuoHHOMO  YAOCTOBEPEHMWA,  JIOroTHN
npoussoauTens, $apm-Kog, ITPUXOBOH Ko,
OBYMEpHbIA  WTPUXOBOM  KOA € YaCTWMYHOW
pacwudpoBkoil uHbopmaLmK, copepawieica B
ABYMEPHOM  WTpMxosOM  Koge,  «CmoTpu
MHCTPYKLMIO N0 MEOMUMHCKOMY MNPUMEHEHMIO
(nvcTok-BRAadpiw)»,  «He  NpMMeEHaTs  No
WCTEYEHUM CPOKa [O4HOCTU®, «XpaHWTb B
HeOoCTyNHOM ANsA OeTel MecTe».

[lononHWTEBHO Ha KapTOHHOW ynakoske (nadke)
npofybAupoBaHbl TOProsoe HauMeHoBaHWe W
[O3UPOBKA C UCNOAb30BaHWEM WpudTa Bpains.

CpoK rogHoCTH

2 roga

lopeH go: 01/2028

XpaHeHue

Mpu TemnepaType He Bbilwe 25 2C

3aknloueHue: cooTBeTcTByeT/ He cooTeetcTayeT TpeboBaHuam JM-Ne(003414)-(Pr-RU)-131023
(HeOBXOAMMOE NOA4EPKHYTH)

Odopmneno: Benosa H.C.

/ Wnbuuesa E.B.

75, ..
3am. AUPEeKTopa No Ka4ecTey: 4‘%&7/:{547(/
&

Crpannua: 2 13 2
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Ne GMP/EAEU/RU/01313-2024

Paspemenne

Ha BBIITYCK CEPHMH JICKAPCTBCHHOIO IIpeIIaparta B pEallu3allilio

30.447(04)

Ne3477or 17. 05, W6 o

HaumerHoranue npenaparta

Tommpamar

MesxnyHaponHoe HETATeHTOBAHHOE, WIIH IPYIIMHPOBOYHOE,
WITH XMMHIECKOe HANMEHOB2HHE

Tonupamar

JlexapcteeHHas hopma

TabneTky, HOKPHIThIE IEHOYHOH 000I09K0H

Hozuporka

25 mr

DopMa BEITyCKa

TaONETKH, MOKPBITEIE TICHOYHON 000I0UKOH, 25 Mr
(xoHTYypHAas AuelikoBad ymakoska) 30 x 1 (mauka kapToHHas)

Homep cepuu

020226

KomiuecTso

10 320 ymaxorox

I[a'ra Ha4alla IpoM3BOACTBa

27.02.2026

Cpoxk rogsoctu / T'oges no

2 rona/ 01/2028

HopmarusHas nokymeHTaims

JITI-Ne(003414)-(PT-RU)-131023

CepTuduKkaT KagecTBa CepHU

3477 ot 16.03.2026

HanmMeHoBaHNE IPOU3BOAUTENS

000 «O30n»

Anpec NpoM3BOAUTENS (BCE CTAJHH IIPOU3BO/ICTBE, BKIKYAS
BBIITYCKArOIIMii KOHTPONb KauyecTRa)

Camapckas o0, T.0. JKurynegrck, r. XKurymiesck,
yi. I'mnpocrpownTenett, 1. 6

PerucTpaloHHOE Y OCTOBEPEHHE

JIT1-Ne(003414)-(PT-RU)

JlaTa rocyqapcTBEHHOM perucTpauuu 13.10.2023 r.
Hanmenosanue JepixarTells perHcTpaluoHHoro yrocrosepenss| OO0 «Arommy
Paspemenne nefcTBUTENLHO [0 01/2028

KommeHnTapuu

[IpuBenennas Beiie MHOpMALMS ABNSETCS JOCTOBEpHOM M TouHOM. CepHs JeKkapCTBEHHOrO Nperapara MpOM3BEIEHa (BKIIOUAs YMAKOBKY
(MapKHDOBKY) ¥ KOHTPONb Ka4ecTBa) Ha NPOM3BOJACTBEHHOM MJIOINAOKE B TIOJHOM COOTBETCTBHMH C TpeGOBaHMAME THIEH3MH, [lpaBun

Haznexarel NpOM3BOACTECHHOR MPAKTHKH, PETUCTPAMOHHOrO JOChe. 3alkcH [0 NPOH3BOACTBY, YIIAKOBKE H KOHTPOJIO KA4eCTBa [IPOBEPEHL, |

YCTAHOBNICHO HX COOTBETCTBHE TpeboBanysaM [Ipasun Hamnexauell TPOH3BOICTREHHON NPAKTHKH,

[MPOAYKIIMA PASPEINEHA K PEAJI3AIIVHA:

YIIOTHOMOYEHHOE JTHILO:

[Qf JOa [ Her

é%?/ /HedJGJIOBa Awnacracus BaJIeDBeBHa/ 14, 0, AU -
TIOARHCE

GHO

JHara

Crpanyma: 1 13 1




«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
P e e B Ha BBOJ, B rpaxgaHckum odopoT B Poccumnckonm degepauyum cepum nav naptmm MMMyHOdOMOI0rM4eckoro 1eKkapcTBeHHOro
PEAEPAALHAR CAYAREBA T1I0 HAASOFPY npenapaTa, No cocToAHMIO Ha 02.05.2026 15:22»

B COEPE 3APABOOXFPAHEHMA

IIncbma
Opranu3anssi. 00
JlaTa BHeceHHsI B IIpousBoguTeNb P 1M, Homep Howmep, nata
. BBINYCTHBIIAS B H3BATHH
AHUC Toprosoe HaHMeHOBaHHe (BBINMYCKAOMIHH Crpana CBeJieHHsI 0 CTAHSIX MPOH3BOACTBA HopmaTtHBHasi JOKyMeHTaLHs EE—— cepHH, paspelieHHs Ha JIC
Poc3gpaBHanzopa KOHTPOJIb) paxa NapTHH HIIII
odopot (HOMep,
mara)
Tonupamar; TabJNeTKH, OO01wecTBO ¢ OrpaHMYeHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"),
TOKPHITHIE TUIECHOYHON O0wecTBO ¢ Poccus (ITpoussoguresns (rotosoit JI®)); OOLecTBoO ¢ OrpaHUYEeHHOM
060s10uKo¥ 25 mr 30 mwrT. OTPaHUUECHHOM OTBETCTBEHHOCTHIO "O30H" "Os0n"), Poccust
17.03.2026 SV 30w, P " " Poccus (000 "0 ) JITT-Ne(003414)-(PT-RU)-131023 000 "O30H" 020226 -
YIaKOBKH STYECHKOBBIE OTBETCTBEHHOCTHIO "O30H (YnaxoBmuK/¢acoBmuK (B IEPBUYHYIO YIIAKOBKY)); O0mecTBO ¢
KOHTYpHBIE (1), mauku (000 "O30H") OrpaHUUeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
KapTOHHbIE/ ~ (YnaxoBmUK/acoBmUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))




