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PAPMALIEBTUKA

JInuensus J1012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Paspermenue

Ha BBIIIYCK CCPHH JICKapPCTBEHHOI'0 IIpemapata B peaiu3alliio

3D.447(04)
31 03 208
No40550r 2+ U3 K .
[_Haumenosaﬂue npenapara TpomGocren

MesxmyHaponHoe HETIATeHTOEAHHOE, UITH MPYNITHPOBOYHO.,
HJIH XMMHYECKOe HAHMMEHOBaHue

ALeTHICaTHIIMIORAs KUCIOTA

Jlexapcrsennas Gopma

Tabnetku kumeunopacreopumbie, NOKPEITEIE MIEHOYHO

obonouxoi

Hoezrposka

100 mr

@opma BeITyCcKa

Tabnerku KHINEYHOPACTBOPHMEIE, MOKPEITHIE MIEHOYHOM
obonoukoir, 100 mr (kOHTYpHan s9efikosas ynakoeka) 30 x 1

(mayxa kapToHHax)

Howmep cepuu 120326
Konuuectro 43 238 ynakosok
Hata ravana npoussoncTea 04.03.2026

Cpok ronoctu / Tonen no

3 roma/ 02/2029

HopmatusHag HOKYMeHTaLus

JI1-Ne(005728)-(PT-RU)-110624

Ceprudukar xauectra CepHu

4055 o1 31.03.2026

Haumenosanwe npouseonurens

000 «Oz0m»

AZpec pousBoguTe NS (Bee crapun [IPOH3BOACTBA, BKIIIOYAs
BBITYCKAFOLIMI KOHTPONE KayecTga)

Camapcrkas 0611, r.0. Kurynegck, r. Kurynesck,

yn. I'napoctpoutenei, . 6.

Perncrpaumonnoe YIOCTOBEpeHHE

JIT-Ne(005728)-(PT-RU)

Hata rocynapcrsennoit perucTpaunu 11.06.2024 r.
HaumeHosarue ACPIKATENS PErHCTPALOHHOTO yhocrosepenus| OO0 «ATonmy
Pazpemenue INeHCTBUTENBHO 10 02/2029

Kommentapuu

ITPOOYKLIVIS PA3PEIIIEHA K PEAJTIM3AITAU:

Yronromouennoe JTHLO:

/Hedenora Amacracus Banepresua/

TZ/JIa

®.H.O.

nonmugs

O Her

Crpanmma: 1 u3 |
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TAPMALEBTHKA

3¢.813(02)

MecTo Haxomaerua: 000 «030H», 445351, Camapckan obn., . urynesck, ya. Mecoduas, 34, 11
MecTa ocyliecTaneHu1s AuueHIupyemoi AearensHoctu: Q00 «O3oH», 445351, Camapckan o6, 1. 0. Wurynesck, r. *urynesck, yn.

FmapocTpouTened, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-08;
Nuyensus MuHucrepersa MpombIlWNeHHOCTY 1 Toprosau P® Ne 1012-00102-77/00010730

Ceptudmrar kayecrsa cepun Ne 4055 ot 31.03.2026

TpombocreH, Tabnertku KULLEYHOPaCcTBOPMMbIE, MOKPLITbIE NAEHO4YHOM 060104K0i 100Mr

Homep cepum
[aTta Hayana npoussopcTea
KonnyecTso

AHa/113 BbINOAHEH NO HOPMATUBHOMY LLOKYMEHTY

TORrosae HauMeHosaHHUE NIeKapCTBEHHOTO NPENapaTa, NekapeTeeHHan dopva, [03MpoBKa

PerucTpauuorHoe yaoctosepeHue JN-Ne(005728)-(PT-RU)

120326
04.03.2026

43 238 ynakoBok

NN-Ng(005728)-(Pr-RU)-110624

HanmeHoBaHWe nokasaTtens

MeToa KOHTpOAS

HopmaTusHoe 3HayeHue

PesynbTaT KOHTpOAA

Onucaxue BusyanbHbli
Kpyribie  ABOAKOBbINYKAblE  TabneTku, MOKPbITble | Kpyrnble  ABOAKOBLINYKALIE  TaBneTKM,
nieHoyHol oBosoukolt Genoro ugeta. Ha NONepeYyHoM | NOKPbITbIE NAEHOYHOW oBonouykolt Genoro
paspese agpo 6enoro uan noutu Genoro ugeta. useta. Ha rorepeysom paspese mApo
6enoro useTa.
MopgnuHHoOCTL BIHX
Bpems yaepmMBaHUA OCHOBHOIO NWKa Ha XpomaTorpamme
MCMLITYEMOrO  pacTBOpa  JO/MKHO  COOTBETCTBOBaTb Coorsetcrayer
BPEMEHM  y[epMWBaHMA OCHOBHOIO e Ha
Xpomatorpamme  pacTsopa  CTaHAapTHoro  o6pasua
AUETMACANMUMNOBON KucnoTel (pazaen «KoauyecTseHHoe
onpefeneHuner),
PactsopeHue [P P, Vd-cne KTpodoTOoMeTpUA
KucnoTHan cTagus - He Gonee 10 % CoHz0, 2%
(auetnncanuumnosoit KuCAOTSI) yepes 120 MuH.
BydepHan cragua — He meHee 75 % (Q) CsHaOs 101%
(auetuncanvumnosoi KUCAOTbI) Yyepes 90 MuH,
Canuumnosas kucnota BaXX
Cannumnosas kucnota — He Gosee 3,0 %. 0,06 %
OpHopogHocTs [P Pd, cnocob 2
L031poBaHusa AV < 15%. 6,1%
KonuyecteeHHoe BaXX
onpepenexue Ot 950 pmo 1050 mr CgHsO, (auetuncanuumnosoi 103,7 mr
KUC/I0ThI) B TaBaeTke
Mukpobuonoruyeckan [P PO, KaTeropus 3A
yucToTa

O6uiee 4ucno aspobHbIx
MWKpoopraHuMamos 8 1 r;
O6Lee YMCNO APOHIKEBLIX
U nnecHessIX rpubos s 1r;
Escherichiacolis 1r.

He 6osiee 1 - 102 KOE / r/mn;

He Bonee 1+ 102 KOE / r/ma;

meHee 1 - 101KOE

meHee 1 - 101KOE

otcytcTsve B 1 r/ma. OTCYyTCTBYET

YnakosKa Mo 5, 10, 25 van 30 TabneTok B KOHTYpHYI0 avelikosyio | Mo 30 TabreTok B KOHTYPHOI sueiikoBoi
YNEKOBKY M3 MASHKM MOMBUHWMAXNOPUOHOA WM QOALIM | ymaKoske 13 NAeHKK
AMNOMUHMEBOH NevyaTHoM NakMpoBaHHOM. NONUBAHWUAXNOPHUAHON u donsru

Mo 10, 20, 30, 50, 60 wam 100 TabneTok so bnakoHbl
CTEKNAHHbIE M3  KOPMYHEBOTO CTEKNA, YKYMOpeHHsle
KPbIWKON BMHTOBOW MOAMMEPHON ¢ KOHTROMEM repeoro
BCKPBITMA MM HABUHYMBAIOLWENCA NOIMMEPHOM KpbILKOWN
C BMOHTMPOBAHHOW CbEMHOM Kancynol cuamkarens u c
KO/IbLLOM KOHTPOAS NePBOro BCKPLITHS.

Mo 10, 20, 30, 50, 60 wau 100 TabreToK B Gankw u3
nonusTUNeHTepedTaNaTa MAM NONUNPONUNEHOBLIE AnA
/IBKAPCTBEHHbIX CPEACTB, YKYNOPEHHBLIE KPbIWKAMM W3
MONM3TUNEHA BLICOKOTO A2BABHWA C KOHTPO/EM MEPBOro
BCKPLITMA  MAM  KPbIWKEMM  MOJUAPONUACHOBLIMU ¢
CACTEMOW  «HAMATL-NOBEPHYTL® WMAM  KpblWKaMKW W3
MONMSTUNEHA HUSKOTO [2BNEHUA C KOHTPO/AEM MEpPEOro
BCKPbLITUA.

CeobopHoe npocTpaHcTBO B BaHKe 3anonHSIOT BaTol
MEAMLMHCKON rMrpocKonMYecKod.

Ha GaHky wnuM  dnakoH  Hakneusaior ITUKETRY

aNOMUHWUEBOM NeYaTHOM NakMpoBaHHOIM.

1 KOHTYpHaA AYeliKoBas ynaKosKa BMecTe ¢
MHCTPYKLMEHR MO MPUMEHEHUMIO MOMELLEHa
8 KapTOHHYIO ynakosky (nauxy).

Odopmneno: ITTaGacsa A.A.

Crpanuua: 1 u3 2
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OAPHALIEBTHIKA

30.813(02)

Mecto HaxoxpaeHwa: 000 «O3oH», 445351, Camapckan obn., r. HMurynesck, yn. NecoyHas, 3g. 11
MecTa ocyllecTBNeHNA MLeH3MpyeMoi aeaTensHocti: 000 «O3oH», 445351, Camapckas o6, T. 0. Hurynesck, r. uryneeck, yn.

TmppocTpouTteneid, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;
Nuuenzna Mukucrepcrea MpombiwneHHocTi v Toprosau P@ Ne 1012-00102-77/00010730

CamOK/eALLYIoCA.

OpHy 6aHky (pnakor) wam 1, 2, 3, 4, 5, 6 wam 10
KOHTYPHBIX AYEMKOBLIX YNAaKOBOK BMECTE C WMHCTPYKUMed
no NPMMEHEHUIO NOMELWAKT B KAPTOHHYHD YNaxkoBKY
(nauxy).

[onyckaeTca KOMNAGKTaUMA N0 2 WAM 3 KapTOHHble
YNaKoBKM (Nayku) B rpynnosylo YNaKosKy (TPaHCMOPTHYO
Tapy).

MapKknpoBKa

Ha HoHTypHOW  suelikosoi  ynakoske  (Baucrepe)
YKasblBalOT TOProBoe HaWMEHOBAaHWE /IEKAPCTBEHHOrO
npenapara ] rpynn1poBoYHoe HanMeHOoBaHue
NeKapcTBeHHOrO npenapaTa, JIeKapcTBEHHY  Gopmy,
[03WPOBRY, HaMmeHoBaHue LepsaTens
PErucTpaLuMoHHOTO YAOCTOBEPEHWA U HAaUMeHOBaHWe
NPOM3BOAMTENA  /IGKAPCTBEHHOTO npenaparta, HoMmep
cepuu (BRIIOHAIOWMIA MECAL, ¥ rog, NPOW3BOACTBa), AaTy
UCTEYEHWA CPOKa roAHOCTH (MecaL, U rog).

Ha 3TukeTke OaHku (dnaxkoHa) yKasbiBalOT TOprosce
HauMeHOoBaHKe JIEKAaPCTBEHHOTO npenapara u
rpynnMpoBOYHOE HauMeHOBaHKe NeKapCTBEHHOIO
npenaparta,  NEKapcTseHHyr  Gopmy,  A03MPOBKY,
Konuyectso Tabnetok B GaHke (dpnarowe), cnocob
npumereHus: «[Af NpUEemMa BHYTPL®, HaMMEHOBaHue
OepwaTens  PerucTpauMoHHOrO  YAOCTOBEPEHMA W
HanmeHoBaHWe npov3BoauTeNs NEKaPCTBEHHOIO
npenaparta, NOroTMN Npou3soguTens, dapm-Koa, HOMEp
cepun (BKIOYAIOWMIA MecAL WM rof Npov3soAcTea), Aaty
MCTEYEHUA CPOKa MOAHOCTM (roAeH 40: Mecal U rod).

Ha KapToOHHOM ynaxoBKe (nauke) yKasblBalOT TOProsoe

HauMeHOBaHMe NEKAaPCTBEHHOTO npenapara n
rpynnuposo4yHoe HaumeHoBaHue JIeKapCcTBeHHOro
npenapara, HaumeHOBaHKue nepsatens
perucTpaurMoHHOro yaocTtoBepeHMA W HaumMeHoBaHue
nponssoanTena NeXKapCTBEHHOIO npenaparta, agpec
NpPOW3BOAMTENSA JIEKAPCTBEHHOro npenapata (cTpaHa,
o6nacTb, ropoa), 2NEKTPOHHLIM  agpec W cauT
NMPOWM3BOAMTENR, aAPEC AEPHKATENA PEerucTpauMOHHOro
yoocToBepeHua  (cTpaHa), JflekapcTeeHHylo  dopmy,
LO3WMPOBKY,  KOAMMECTBO  TabneToK B YNaKOBKe,

uHGOPMaLMIO O CcOcCTase JIeKapCTBeHHOro mnpenapara
(HaMmeHoOBaHWE  AEMCTBYHOWEro  BelecTsa W ero
KOAMYECTBO, TepeyeHb BCMOMOTaTe/IbHbIX  BELLEcTs),
HOMED CepuK (BKIOYAHOWMIA MECAL, U rOf, NPOM3BOACTRAE),
[aTy UCTeUeHWA CpoKa rogHOCTY (rogeH A40: Mecal, 1 roa),
YCNOBMA XpaHeHws, cnocob npumeHeHua: «Jas npuema
BHYTPb», YCNOBWA OTNYCK3, HOMEP PerucTpauuoHHOro
YAOCTOBEPEHMsA, NIOrOTMN npoussoauTens, apm-Kopa,
WTPKUXOBOM KOA, ABYMEPHbIA LITPMXOBOM KOZA C MOAHOM
Wau YacTUYHON paclwMbpoBKOK MHbopmMaLLMK,
COAepsKalmiica B 4BYMEPHOM LITPMXOBOM Kogde uan Ge3s
Hero «CMOTPU MHCTPYKLMIO NO MPUMEHEHMIO (/MCTOK-
sKNagblw)», «He npMMEHATs N0 WCTEYEHUW CpoKa
rofHOCTMY, «XpaHUTL B HEAOCTYNHOM ANR AeTel MecTe»,
«AHTWarperaHTHOE CpeacTBo».

Ha KoMTypHOWM Aueiikosoil  ynakoBske
(6aucrepe) yKazaHo: TOprosoe
HanmeHoBaHKe JIEKapCTBEHHOTO
npenapara " rpPYNnMpoBOYHOE
HaUMeHoBaHKe JIEKapPCTBEHHOTO
npenapata,  fekapcTBeHHas  Gopma,
[03MPOBKa, HaMMEeHOBaHWE LOeprKaTens
PerMcTpaLMoOHHOMO  YAOCTOBEPEHWA W
HaumeHoBaHu1e npouseoauTens

NleKapcTBeHHOrO Npenaparta, HoOMep cepuu
(BKNKOYatOWMiA mecaL, 7 rog,
NPOM3BOACTBA), O3Ta WCTEYEHMA CPOKa
roaHoCTH (Mecaw v roa).

Ha KapTOHHOW ynakoeke (nauke) yxasaHo:
TOProBOE HaWMEHOB3HWE NIEKapPCTBEHHOrO
npenapara u rpPynnupoBoYHoe
HaumeHoBaHue NIEKaPCTBEHHOTO
npenapata, HauMMeHOBaHME [AepwaTens
PerucTpaLMoHHOre  YAOCTOBEPEHWA K
HauMeHOBaHKe NpPOW3BOAMTENA
NEeKapCcTBEHHOTO npenapara, aapec
npoussoguTens NeKapCTBEHHOIO
npenapata (ctpaHa, obnacts, ropoa),
3NIEKTPOKHbIN agpec 7 canT
npovssoauTens, agpec nepsarena
PErucTpaLMoHHOro YLOCTOBEpEeHMA
(cTpaHa), NeKapcTBeHHan bopma,
[03MPOBKa, KoAudecTso Tab/ieTok B
ynaxkoske, wWHGOpmaums ©  cocrase
NeKapCTBEHHOTO npenapaTa
(HammeHoBEHME AEWCTBYIOLWErD BELLECTB3
" ero KONMYECTBO, NepeyeHs
BCMNOMOraTe ibHbIX BELWECTB), HOMEP Cepuu
(BKAtOUAIOLLMIA mecal 7 rog,
NPOM3B0ACTBA), [OaTa WCTEYEHMA CPOKa
rogHocTM (rogeH f[o: Mmecau W roa),
YCNOBWS XPaHeHWs, Crnocod NpUMEHEHMA:
«[Ns NpMema BHYTPb», YCAOBMA OTMYCKE,
HOMEpP PErMcTPaLMOHHOTO YA0CTOBEPEHNS,
foroTun  npoussBogMTens,  hapm-Kog,
WTPUXOBOM KOM, OBYMEPHbIA LWTPUXOBOM
KOA € YacTM4HOM pacwudposKon
MHOpMaLUMK, cofepalumnca 8
ABYMEPHOM LITPMXOBOM Koge, «CmoTpu
MHCTPYKLMIO 1O NPUMEHEHUI  (/IUCTOK-
BKM2AbIW)», «He MPUMEHATE NO UCTEYEHUM
cpoka rOAHOCTUY, «XpaHuTh B
HEeOoCTYyNMHOM  AAR  OeTell  mecTen,
«AHTMArperaHTHOe CPeACTBOY.

CpoK rogHOCTH

3 roga

lopeH ao: 02/2029<

XpaHeHue

MNpw Temnepatype He Boiwe 25°C.

3aKknueHue:

Odopmneno: [1laGaesa A.A.

cooTBETCTBYeT/ He cooTBeTCTRYET TpebosaHuam JIM-Ne(005728)-(Pr-RU)-110624/ =
———
(HeoBxooumoe NOAYEPKHYTL)

HavyanbHuk OKK:

/KupunmHa N.0.

Cmanﬂma: 2u32




PEAEFAABHAR CANVXEA T10 HAAJOPY

B COEPE 3APABOOXFPAHEHMA

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

rnpenapaTa, No cocToAHUIO Ha 25.04.2026 16:56»

Opranu3anms, IIncbMma 00
JlaTa BHeceHHSs B IIponsBoguTenb Homep Howmep, nara
. BBINYCTHBIIAS B n3bsitan JIC
AHUC Toprosoe HaHMeHOBaHHe (BBINYCKAIOMUHA Crpana CBeJieHHsI 0 CTAIHSIX NPOH3BOACTBA HopmaTHBHast DOKyMeHTaLHs T paKIaHCKHH cepHH, pa3pelueHHst Ha (Homep
Poc3npaBnans3opa KOHTPOJIb NapTHH HJIIIT ’
ol A30p potk) odopot P nara)
OOmecTBO ¢ OrpaHMYeHHON OTBETCTBEHHOCTHIO "O30H" (OO0
TpombocTeH; TabaeTKH N . N
OO6miecTBO ¢ O3z0n"), Poccus (ITpoussogutess (rotosoit JI®)); ObuiecTBo ¢
KHIETHOPACTEOPUMBIC, MOKPEITEIC OrpaHUYEHHOM OrpaHUuUeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
31.03.2026 ieHoyHoM obosoukoit 100 mr 30 wr., P Poccus P ’ JITT-Ne(005728)-(PT-RU)-110624 000 "O30H" 120326 -
OTBETCTBEHHOCTBIO (YnakoBmuK/(hacoBmMK (B MEPBUUHYIO YIAKOBKY)); OOmecTBO ¢

YIaKOBKH sfUeHKOBbIE KOHTYpHBIE (1),
MayKy KapTOHHbIE/ ~

"Ozon" (000 "Oson")

OrpaHUuUeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
(VmaxoBmUK/acoBIMUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))




