& OZON

DAPMALIEBTUKA

Juuenzua J1012-00102-77/00010730
y £ Ne GMP/EAEU/RU/01313-2024

Pazpemenne

Ha BBIYCK CEPHHU JIIEKAPCTBEHHOTI'O IIpElapaTa B peaIM3allHi0

30.447(04)

Ne 2232 oT

HanMeHopaHue npenapara

Tpombocter

Me)K,E[}’HapOI[HOS HEMATEHTOBaHHOE, HIIK I'PYNITHPOBOYHOE,
HJIH XHMHYSCKOC HAMMEHOBAHHE

ALeTHICATHIUIOBAA KHCIIOTa

JlekapcTBeHHaA hopma

TabneTkH KHIIEYHOPACTBOPHMEIE, TOKPBITEIE MIIEHOYHOH
oBomoukoit

HozupoBka

100 mr

Qopma BEITYCKa

TabneTku KMIIEYHOPACTBOPUMEIE, MOKPAITEIE IJIEHOYHOH
obonoukoit, 100 Mr (koHTypHas s4yelikopas yrnakoeka) 30 x 1
(mavxa KapTOHHa)

Howmep cepuu 050126
Konuyectro 43 560 ynakorok
Jata Hauana MpOW3BOJICTBA 27.01.2026

Cpoxk rogsoctu / T'ogen a0

3 roga/ 12/2028

HopmartuBHas noxkymeHTauMs

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

CepTHHKAT KAa4eCTBA CEPUH

2232 o7 20.02.2026

Haumenoganue NpOU3IBOOHUTENA

Q00 «Oz0H»

AJpec Mpou3BOIMTENA (BCe CTAOWK NMPOHU3BOACTRA, BKIKYAA
BBIITYCKaIOMIMH KOHTPOJE KauecTsa)

Camapckas 061., r.0. Xurynesck, r. JKurynesck,
yi. Tunpoctpourenet, . 6.

PericTpanioHHoe Y I0CTOBEpEHHE

JITI-Ne(005728)-(PT-RU)

Jlara rocynapcTBeHHOl perucTpaniu 11.06.2024 .
HaumeHnoBaHue nepKaTens perucTpaluoHHOro yroctoseperus| 000 «ATonn»
Pazperexue neHcTBUTENEHO [0 12/2028

KommenTapuu

[pusenennas Bele HHQOpPMALMA ABIACTCA NOCTOBEPHOM M TouHoH. Cepus JEKApCTBEHHOrO Mpenapara NpousBeleHa (BKIOYad YIAKOBKY
(MapKUpOBKY) W KOHTPOJB KA4eCTBA) He MPOW3BOJACTBEHHOH IUIOWIAIKE B [OIHOM COOTBETCTBHH ¢ TpeboBanusmi muuensuy, [Ipasun

Haqnexalen HPOHSBO,IICTBE‘,HHOI‘/'I TNIPaKTHKK, PETHCTPALHOHHOI0 J0ChE. 3anucu no MPOU3BOJCTBY, YIIAKOBKE H KOHTPOIIO Ka4ueCTBa MMPOBCPCHEL, H

YCTAHOBJIEHO MX COOTBeTCTBME TpedoBanuamM [IpaBun Hannexalleil IpOU3BOACTBEHHON TPAaKTHKH.

[TPOOYKIIMA PA3SPEIIIEHA K PEAJIM3ALTAN:

YIOITHOMOYEHHOE JIUIIO;

/ Hedbenosa Anacracus Banepnesna/

b
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Hara
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TAPMALUEBTUKA

30.813(02)

MecTo HaxomaeHua: 000 «O30H», 445351, Camapckan 064, I. JMurynesck, ya. NecodHas, 34. 11
Mecra ocywjectenenua amueH3upyemoli geatensHoctu: 000 « O3s0H», 445351, Cama
MmppocTpoutened, a. 6; Ten. +79874559991, +79874599992, (84862) 290-00 , Baxc (

peKaa o6a., 1. 0. JKurynesck, r. Jurynesck, yn.
84862) 341-09;

Nuuensua MuHuctepcrsa MpombILINEHHOCTY 1 Toprosnu P& Ne 1012-00102-77/00010730

CepTudurat kayecTBa cepum Ne 2232 ot 20.02.2026

Tpom6ocTeH, TabneTku KULLEeYHOPacTBOPUMbIe, MOKPbLITbIE NIeHOYHOM 060104Koi 100Mmr

Homep cepuu
[lara Hayana npoussoacTsea
KonunyecTso

AH2/113 BbIMNO/IHEH MO HOPMATUBHOMY AOKYMEHTY

TOPro80e HaUMEHOBAHUE IEKAPCTEEHHATO PENapaTa, NeKaPETBeHHAR GOPMA, [03MPOBKE

PerncTpaumoHHoe yaocToBeperue NN-Ne(005728)-(Pr-RU)

050126
27.01.2026

43 560 ynakosok

J1M-Ne(005728)-(Pr-RU)-110624

HaumeHoBaHue noxazartens

MeTtoa KoHTpoAs

HopmaTueHoe 3HaueHue

PesynbtaT KOHTpOARA

Onucaxue BusyansHbii
Kpyrabie  neoskoseinykasie  TaBnetku, NOKPbITble | Kpyrisle  ABOAKOBLINYKAble  TaBaeTku,
NNeHOYHOM obonoukoi Benoro useTa. Ha NMOMepeyHOM | MOKPbIThIE NAEHOYHOM abonoykol Benoro
paspese aapo 6enoro UM noytv Genoro useTa. useta. Ha rnonepeyHom paspese sApo
Besoro yseta.
MNoanuHHOCTL B3XKX
Bpems yoepruBaHma OCHOBHOMO NMKa Ha XpomaTorpamme
MCMBITYEMOr0  pacTsopa  AOMKHO  COOTBETCTBOBAaThL CooTsercrayer
BPEMEHM YOEPHUBaHMA OCHOBHOTO nM1Ka Ha
XpomaTorpamme  pacTBopa  CTaHAapTHoro  oBpasua
AUETMACANMUMNOBOM KUCAOTHI (pazgen «KonuuecTeeHHoe
onpegengHuen).
Pacteoperue [P PO, Yd-cniektpodoTomerpus
KucnotHas cTapms — He 6onee 10 % CoHsOq 1%
(aueTuncanuumnosoi KUCNOThI) yepes 120 MuH.
Bydepran cTagus - He meHee 75 % (Q) CsHs0a 96 %
(aueTnacanuumnosoi KucnoTsl) Yepes SO MuH.
Canvumnosas KncnoTa B3XX
Canuumnosas KUCAOTa — He Bonee 3,0 %. 0,09 %
OpHopogHocTs [P PP, cnocob 2
[,03UMpPOBaHUWA AV £ 15%. 2,9%
KonuyecteeHHoe BIXX
onpeaenesue Ot 950 pgo 1050 mr CgHsOa (auetuncanuumnosok 89,9 mr
KuCaoThl) B Tabnetke
Mukpo6ronoruyeckan [P PD, KaTeropusa 3A
YUCTOTa

06uwiee yucno aspobHbIx
MUWKpoopraHusmos B 1 r;
Obulee Yncno opoHOKEsbIX
W nnecHesslx rpubos s 1 r;
Escherichia coliB 1.

He 6onee 1 - 103 KOE / r/mn;

He Bonee 1 102 KOE / r/mn;

meHee 1 - 101KOE

meHee 1- 101 KOE

oTcyTcTeME B 1 r/ma. OTCYTCTBYET

YnakoBKa Mo 5, 10, 25 uau 30 Tabaetok B KOHTYPHYIO Aueiikosyio | Mo 30 TabAeTox B KOHTYDHON AueiikoBol
YN3KOBKY M3 MAEHKW MOAUBMHMAXNOPUAHOR ¥ GONLIM | ynaKoske 13 NREHKK
a/IIOMUHWEBOI NEYaTHOM NakMPOBaHHOM. NOAMBUHWUAXNOPUOHOM v donbru

Mo 10, 20, 30, 50, 60 wnu 100 TabneTok =0 GNaKoHsbI
CTEKNAHHBIE U3  KOPUYHEBOTO CTEKNa, YKYNOpeHHble
KPLILIKOW BMHTOBOW NOMMMEPHOH C KOHTpOAem nepsoro
BCKPLITUA W/IM HABVHUMBAIOWEHCA NOJIMMEPHOI KPbILKOHM
C BMOHTMPOBAHHOW CbemMHOM Kancynol CUAMKarens u c
KO/IbLLOM KOHTPOAA NePBOTo BCKPLITUA.

Mo 10, 20, 30, 50, 60 wau 100 TabneTox 8 BaHKW U3
noansTUNeHTepEGTANaTa UMW NOAMNPONMAGHOBLIE AnA
NEKAPCTBEHHBIX CPEACTB, YKYMOPEHHbIE KPbllUKAMM M3
NOANITUNEHE BLICOKOrO AaBNEHMA C KOHTPO/JEM MEPBOro
BCKPBITUA  MAM  KPBIWKAMK  MOAWMMPONUABHOBLIMK  C
CACTEMOM  KHAMATB-NOBEDHYTE®  WAM  KDBIWKEMM W3
NOAMSTUNEHA HW3KOrO A3BAGHWA C KOHTPONEM NepBoro
BCKPbITHA.

CeobopHoe npocTpaHCTso B GaHKe 3aMOAHAIOT BaTOi
MEeAULMHCKON MrpoCKONWYECcKo.
Ha BaWky wam  dnakon

HaKnensawT STURETRY

2/IIOMWHUEBON NEYaTHOM NaKMPOBAHHON.

1 KOHTYPHaA AYeliKoBasA yNakoBKa BMeCTe ¢
MHCTPYKLMEN N0 NPUMEHEHMIO NOMELeHa
B KAPTOHHYIO YNaKoBKy (nauky).

Odopmneno: lanosanosa H.A.,
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t‘?’ OZO N Mecro Haxawpaexua: 000 «O30H», 445351, Camapckan o6, . Murynesck, ya. MecouHan, 34, 11
Mecta ocywectenesmna nuueH3npyemoii gestensHoctv: 000 «O30H», 445351, Camapckan 06, I. 0. Murynesck, r. Murynesck, yA.

QAPMAUEBTHKA

39.813(02)

MapocTpoutenei, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, darc (84862) 341-09;
Nnuexsns Munuctepersa MpombiluneHHocTH 1 Toproean PO Ne J1012-00102-77/00010730

CaMOKNeALLYIOCA.
OpHy 6aHry (pnakoH) uam 1, 2, 3, 4, 5, 6 wam 10
KOHTYPHBbIX AYEMKOBbLIX YNEaKOBOK BMECTE C MHCTPYKUMes
Mo NPUMEHEHWIO NOMELAT B KapTOHHYIO YNaKoBKy
(nauky).

flonyckaetca KomnnexTauMA No 2 WAM 3 KapTOHHble
ynaKkoskm (Nauku) B rpynnosyro ynakosky (TpaHCNOPTHYIO
Tapy).

MapKupoeKa

Ha KoHTypHO!  sueiikosoit  ynakoske (6aucrepe)
YKa3blBalT TOPrOBOE HAWMEHOBAHWE JEeKapCTBEHHOMo

npenaparta % rpynnupoBoYHoe HaumeHoBaHKue
7IBKAPCTBEHHOMO  MpenapaTta, /IeKapcTBEHHYIO  Gopmy,
[O3MPOBKY, HaumeHoBaHue [Lepwatens

PErMCTPauUnoOHHOrO YAOCTOBEPEHMA WM HaMMEHOBaHMe
npov3BOAMTENA  NeKapCTBEHHOro npenapaTta, Homep
cepuu (BRAKHAIOWMIA MECAL, W rof NpOM3BOACTEa), aaty
MCTEUEHMUA CPOKa rOAHOCTH (Mecal 1 roa).

Ha 3TukeTke OankM (PnaKoHa) yKasbiBaWOT TOProsoce
HanmeHoBaHue NeKapcTBeHHOoro npenapara M
rpynNMpoBoYHoe HaumeHoBaHKe NeKapCTBEHHOro
npenapara,  AeKapcTseHHylo  GOpmy,  LO3MPOBKY,
Konwdectso Tabnetok B 6BaHke (dnakowe), cnocob
npumeHeHua: «[na npuema BHYTPLY, HauMeHoBaHWe
hepxartens  perucTpauMOHHOTO — YAOCTOBEpPeHMA M
HavmeHoBakue npov3BoAMTENS NeKapcTBEHHOrO
npenaparta, /0roTMN NPOM3BOAUTENs, Hapm-Kod, Homep
cepuk (BRAKOHaOWMIA MecAL, W rof NPoM3BoacTsa), aary
MCTEYEHMA CPOKA rOAHOCTYM (FOAEH A0 MECAL, U rog).

Ha KapTOHHOW YynaKoBKe (nayke) yKasbiBaloT TOProBoe

HanmeHoBaHue NeKapcTseHHOro npenaparta n
rpynnipoBoYvHOe HanMMeHOBaHWe NeKapcTeeHHoro
npenaparta, HaumeHOoBaHWe AepxKaTena

PerucTpaLMoHHOrO  YAOCTOBEPEHMA WM HaMMeHOBaHWe
MpOM3BOAWTENA  JIEKAapCTBEHHOTO Mpenapara, agpec
Npov3BOAMTENA NEKaPCTBEHHOrO npenapaTta (cTpaHa,
obnacts, ropog), BNEeKTPOHHLIA agpec u  caift
npou3BOAMTENA, appec [epiaTens pPerucTpauuoHHOro
yAccTosepeHua  (cTpaHa),  JIeKapcTBeHHYK  dopmy,
AO3UPOBRY, KONn4yecTeo TabneTok B YynaKoBKe,
MHGOPMaUMIO O COCTaBe /IBKAaPCTBEHHOrO npenapaTa
(HaumeroBaHWe  pelicTeylOWlero  BellecTea M ero
KONMYECTBO, nNepeyeHb BCMOMOraTeNbHbIX — BeLecTs),
HOMep cepvu (BRNOYAIOWMIA MecaL, U ToA NpoussoacTsa),
[AaTy UCTEYEHWA CPOKA FrOAHOCTYM (rofeH JO: Mecal, 1 rog),
YCNOBMA XpaHeHus, cnocob npumeHeHus: «[ns npuema
BHYTPb», YC/NOBMA OTNYCKa, HOMEP pPerucTpaLmoHHoro
YOOCTOBEPEHUA, NOroTMN  npoussoguTens, Gapm-Koa,
WTPWUXOBOM KOA, ABYMEpHbIM LUTPUXOBOM KOZ C MOAHON
unu YacTUUHOM pacwudpoBKoi WHbOpMaLMK,
cofiepialumiics B ABYMEPHOM LUTPUXOBOM Koge uau Bes
Hero «CMOTPM MHCTPYKLMIO NO NPUMEHEHWMIO (MCTOK-
BKNaAbIW)», «He npUMEHATb No  WCTeYeHWM CpoKa
roAHOCTM», «XPaHWUTL B HEAOCTYNHOM ANA AETEH MecTe»,
«AHTMarperaHTHOe CPeaCTBOY.

Ha KOHTYpHOK sueiikosol  ynaKkoske

(6amcrepe) YKasaHo: TOprosoe
HaMmeHoBaHKe NeKapcTBeHHOoro
npenaparta u rpynnNMpoBoYHoe
HauMeHoBaHue NeKapCTBeHHOro

npenaparta, NIeRapcTBeHHaR dopma,
[03MPOBKa, HaUMEHOBaHWe [JepwaTens
PervcTpauMoHHOrO  YAOCTOBEPEHWA M

HaMMeHoBaHue npoussoauTens
NeKapcTBEHHOTO Npenapata, HOMEp cepuu
(BKNIOUEIOWMI mecaL, " rog

NPOM3BOACTBa), [aTa WCTEYEHWMA CPOKa
roaHocTy (mecay 1 rog).

Ha KapToHHOW ynaxoske (nauke) yxasaHo:
TOPrOBOE HAaMMEHOBAHWE NEKapCTBEHHOo
npenapaTa u rPYNNMpoBOYHOe
HaumeHOoBaHue NeKapCTBEHHOrO
npenapata, HauMMEHOBaHWE JAepwatens
PerucTpauMoHHOrO  YAOCTOBEPEHMA U

HauMeHOBaHue npoussonuTens
NeKapCcTBEHHOTO npenaparta, appec
nponssoauTens NleKapcTBeHHOTO
npenapata (cTpada, o6nacts, ropod),
NEKTPOHHBIN agpec u canT
npowvssoguTens, agpec aepxartens
PerncTpaLMoHHOro YO0CTOBEpPEeHUA
(cTpana), NeKapcTeeHHan dopma,

BO3MpOBKa, KoNuMyecTBO Tabnetok B
yNaKkoBKe, WHboOpmMauMA ©  cocTaBe
NIEKapCTBEHHOMO npenapata
(HaMmeHoBaHWe nedcTByOLWEro BeliecTsa

n ero KONMYecTBo, nepeyeHsb
BCMOMOraTe/IbHbIX BEWECTB), HOMEP cepuy
(srntouatowmi MecAL, " rog

NpouW3BOACTBA), [aTa MCTEYEHWA CPOKa
rogHocTM (rogeH [40: Mecalw W rog),
YCAOBKA XpaHeHWs, cnocob NpUMEeHeHMs:
«[na npuema BHYTPbLY, YCAOBMA OTMYCKa,
HOMEP PerMcTpauuoHHOro YA0CTOBEPEHUS,
foroTMN  NpoussoauTens,  Gapm-Kog,
WTPMXOBOM KOA, ABYMEPHLIA LUTPUXOBOWM
KOA € yacTuuHOM  pacwudposKoi
uHbopMaumK, copepwallmnmca B
OBYMEPHOM LITPMXOBOM Koae, «CmoTpu
MHCTPYKLUMIO MO NMPUMEHEHUIO (NUCTOK-
BKAabIW)», «He ﬁpHMeHﬂIb N0 UCTEYEHUM
CpoKa . TOAHOCTUY, «XpanHnTs B
HepoCTynNHOM  Ana nereﬁ MecTen,
«AHTUArperaHTHOE CPEACTBOY. -

CpoK rogHoCTH

3 ropa

logex ao: 12/2028

XpaHeHue

Mpu Temnepartype He Bbiwe 25°C.

3aknioueHue: COOTBETCTBYeT/ He cooTBeTcTBYeT TpeGoBaHuam JIM-Ne(005728)-(Pr-RU)-110624 - -

Odopmneno: llanoeanosa HA.

T (HecBRoaMMOe NOAYEPKHYTS)

s
HauanbHuk OKK:

/Kupunuxa N.$.

Crpannua: 2 uz 2




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 coctoAHUo Ha 13.04.2026 20:58»

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
20.02.2026 ieHoyHoM obosoukoit 100 mr 30 wr., P Poccus P ’ JITT-Ne(005728)-(PT-RU)-110624 000 "O30H" 050126 -
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))




