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; OZO N MecTo HaxomaeHua: 000 «0zoH », 445351, Camapckan o6n., r. Murynesck, yn, Necounasn, 3g, 11
Q" d Mecra ocywecranenus NnueHsMpyemon peareabkoctu: 00
CHPHAERTEA  ryapocTpoutened, 4. 6 Ten. +79874599991, +7987459599

0 «O30H», 445351, Camapckan obn., r. 0. Murynesck, r. Hurynesck, yn.
2, (84862) 290-00, daxc (84862) 341-09;

lueHaua Murncrepcraa NpombiwneHHOCT 1 Toproenu P® Ne 1012-00102-77/00010730

Ceptudukar kauecrsa cepum Ne 932 ot 10.02.2025

MOKCOHMAMH, TabneTku, NOKPbITbIE N1@HOYHOK 060a04KOI 0,4 Mr

Homep cepuu
HAata Hayana npoussoacTea
Konwuecreo

AHanu3 sbinoiHeH no HOPMATUBHOMY JOKYMEHTY

Toprosoe PCTBEHHOIO NpeNapaTa, NeKAPCTBEHHAR HOPMA, AO3HDOBKE

PerncrpaunoHHoe yaocTosepeHme NN-Ne(002225)-(Pr-RU)

010125
04.01.2025
61760 ynakosok

NIN-Ng(002225)-(Pr-RU)-210423

HaumeHosaHue noxasatens

Meroa KoHTposs

HopmaTtusHoe 3Hauerue

Pesynbtat KOHTpOAS

Tabnerke.

Onuncarue BuayanbHsii
Kpyribie  nsoskosbinyknble  taBretku, NOXpeITbie | Kpyrasle  ABOAKOBbINYKAble  Ta6neTxu,
nneHo4YHoI 060n0uKoH 6en0ro uam noyTH Benoro UBETa. | NOKpbITbIe naeHouHol 060M04KOM Benoro
Ha nonepeuxom paspese Bugmbi AB3 CoA — Appo | useta. Ha nonepeyHom paspese BUAHbI [Ba
Genoro wau noutw Genoro usera u nieHouHan | Cros — AAPO BeNoro useTa M NNEHOYHaR
obonouka. oBonouka. '
NoanuHHOCTL BIMHX
Bpemsa YAepMUBaHMA OCHOBHOTO nuKa Ha
Xpomarorpamme  MCMbITYEMOrO  pacTsopa  A0MKHO Cootsercrsyer
COOTBETCTBOBATL BPEMEHW YAEDMUBAHWA OCHOBHOMD
NWKa Ha XpomaTtorpamme pacTeopa CO MOKCOHUAMHE
(pasnen «KonnuectserHoe onpepenexuer),
Pactsopenue [® Pd BIHX
He meHee 80% (Q) MOKCOHMAMHE Yepes 30 MuH. 96,5 %
PoacTeeHHbie npumecy B3WX
Mpumecs A - He Gonee 0,4 % 0,01%
MNpumecs B - He Bonee 0,5 % 0,06 %
MNpumecs C - He onee 1,5 % He obHapymeHo
Mpumect D —He Bonee 1,5 % 0,01%
EQNMHUYHAA HEMAEHTUGUUMPOBaHHAS NpUMECh — He
6onee 0,5% He obHapyxeHo
Cymma npumeceii — He Gonee 3,0 %. 0,08 %
OnHopoaHoCTs £,03MpOBaHMUA D P, cnocob 1, BIMX
AV<15,0%. 5,7 %
KonndectserHoe onpegenerne BIMX
Ot 0,34 mr oo 0,46 mr CoH12CINsO (mokcoHuauHa) 8 0,36 mr

MukpoBuonoruueckas umcrota
O6uwee yucno aspobHbix
MWKpOOpPraHuamos B 1 r;
O6wee Y1cno APOHIKEBbLIX 1
nnecHesbix rpubos B 1 r;
Escherichiacolia 1.

[® P®, Kateropusa 3 A.

He Sonee 1-103 KOE/ r/mn ;

He Bonee 1-102 KOE/ r/mn ;
OTCYTCTBME 6 1 r/mn

menee 1-10' KOE

meree 1-10' KOE
oTCyTCTBYET

Ynakoska

Mo 7, 10 uan 14 tabnetok s KOHTYPHYIO A4Yelikosyio
YNEKOBKY W3 NNEHKU NOAMBUHUAXAOPUAHON W donbru
aMOMUHWEBOIN NeYaTHON NaKMPOBaHHOM.

Mau no 10, 20, 30, 40, 50, 60 uau 100 TabneTok & 6aHky
13 nonusTunexTepedTanara, unu BaHky
MONANPONUAGHOBYIO,  YKYMOPEHHYIO  KPbIWKOH W3
NONMITUNIHE BLICOKOTO AABNBHMA C KOHTPOAEM nepsoro
BCKPBITUA,  WMAM  KPBIWKOM  NoAUNpOnUAeHOBOH ¢
CUCTEMOI UHAMATL-NOBEPHYTLY, UM  KPLIWKOH U3
NO/IUITUNGHE HU3KOTO NABNGHWA C KOHTPO/EM nepsoro
BCKPLITUA,

HAonyckaetcs  csoBogHoe npocTpaHcTeo 8 Bawke
33N0/HATL BATOW MEAMUMHCKOM MMIpOCKONMYecKoi.

Ha Banky HakneusaioT aTu KETKY CaMoKneaWyoca.

OaHy Garky nnmn 1, 2, 3, 4, 5,6,7,8 9ua1 10 KOHTYPHbIX
A4EMKOBBIX YNAaKOBOK BMecTe ¢ WHCTpYKUMER no
MPUMEHEHMIO NOMEWRIOT B  KapTOHHYKO YNaKoBKy
(nauky).

Mo 14 Tanetok B KOHTYPHOI AYelikosoM
YN3KOBKE M3 M/IGHKM NONMBUHUAXNOPUAHOM
M GOMbIM  ANOMMHMEBOW  nevatHoN
N3KUPOBAHHOM.

2 KOHTYPHbIE RYEHKOBbIE YNIZKOBKM BMECTE C
MHCTRYKLMEI N0 NDUMEHEHMIO NOMELLeHb! &
KapTOHHYIO YNaKoBKy (nauky).

Odopmneo: INasnosa O.T1.

Crpanmua: | u3 2
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¢ OZON

CAPMAUEBTUKA

Mecro Haxomgenus: 000 «030H», 445351, Camapcwkan o6a., r. Hurynesck, ya. Necounas, 3a. 11
MecTa ocyWwecTBeHIA MMUEHIUPYeMOi AeATenbHocTH: 000 «030H», 445
FuapocTpouTened, a. 6; Ten. +79874599991, +79874599992, (84862) 290-

351, Camapckas o6n., r. 0. Murynesex, r. HWuryneack, yn.
00, dakc (84862) 341-09;

NuueHsua MunucTepeTsa NPOMbILWAGHHOCTH W Toprosau PO Ne N012-00102-77/00010730

Mapkuposka

Ha KOHTypHOW AueiikoBOI  ynakoske (6auncrepe)
YKa3bIBaIOT TOProsoe HaWMEHOBAHWe NEeKapCTBEHHOro
npenapara {cosnagaeT 3 MEMAYHAPOAHbLIM
HEMATEHTOBAHHBIM HAUME@HOBAHWEM), NEKAapPCTBEHHYIO
GOpMYy,  N03MPOBKY,  HauMeHOBaHMe nepxarens
PEruCTpaUuMOHHOrO YLOCTOBEPEHWMA M HaWMeHOoBaHMe
MPOM3BOANTENA NI@KAPCTBEHHOMO nNpenapata, Homep
cepuu (BRAKYAIOWWMI Mecay 1 rog, npPov3BOACTBA), AaTy
UCTeYeHNA CPOKa roAHoCTY (Mecsy i rog).

Ha atukeTke BarKu yKa3biBaIloT TOProsoe HaumeHoBaHMe
NEeKapCTBeHHOro npenapara (coBnapaet c
ME¥AYHAPOAHLIM HENaTeHTOBAHHLIM HAMMEHOBaHKEM),
NEKADCTBEHHYIO  QOPMY,  AO3MPOBKY, KOAMYECTBO
Tabnetox & Bauke, cnocob npumerHexus: «[lna npuema
BHYTPb», HAUMEHOBaHUE AEPHATENA PErUCTPALMOHHOrO
YAOCTOBEPEHMA 1  HaUMEHOBaHWE npPOM3aBOAMTENA
NIBK3PCTBEHHOMO Npenapata, AOroTMN NpPOU3BOAMTENA
u/Mau noroTMn 3akasumka, bapm-kon, Homep cepum
(Bkmovalowmit mecay u rog npoussoacrtea), gaty
MCTEMEHWA CPOKa rogHOCTH (roAeH 0: Mecay 1 rog).

Ha xapToHHOit ynakoeke (nauke) YKa3bIBaIOT TOprosoe
HauMeHoBaHMe NeKapcTBeHHOrO Npenapata (cosnagaer
c MEMAYHaPOAHbIM HenaTeHToBaHHbIM
HauMeHOBaHuem), HanMeHoBaHKe fAeparens
PErMCTPALMOHHOMO YAOCTOBEPEHUA M HaUMEHOBaHWE
NPOV3BOAMTENA NEKapCTBEHHOTO npenapara, aapec
NPOM3BOAUTENA NeKAaPCTBEHHOrO npenapata (cTpaua,
obnacte, ropos),  3AEKTPOHHLIM agpec W caiit
NPOM3BOAMTENA, 3APEC AEPMATENA PerucTPaLMOHHOM
YAOCTOBEPEHMA  (CTpaHa), NeKapcTeeHHyio bopmy,
AO3MPOBKY,  KONM4ecTBO  Tabnetok B ynakoeke,
MHOQOPMaUMI0 © COCTaBe NeKapcTBeHHOro npenapata
(HaumeHoBaHue peiicTeyiowero  sewectsa u  ero
KO/MHECTBO, nepeyeHs BCrOMOFAaTeNsHbIX  Belects),
HOMEp  cepuu  (BKAloualOWMA  mecAy W rop
NPOM3BOACTEA), AaTy MCTENEHMA CPOKa rOAHOCTH (roaeH
AD: MeCAU M rof), YyCAOBMA  XpaHeHMs, cnocob
NPUMEHEHMA: «[lnA npuema BHYTPLY, YCAOBMA OTRYCKa,
HOMED PEruCTPaUMOHHOTO YAOCTOBEPEHMA, AOrOTUN
NPOMIBOAMTENR U/MAM NOTOTMN 3aKasuuka, bapm-xopa,
LUTPUXOBOI KOA, ABYMEPHDIN WTPHUXOBO KO C NONHOM
WAM  Y3aCTUYHOM pacwudposkoi uHpOpMmaumm,
COAEPMAWEIACA B ABYMEPHOM LITPHXOBOM Kope unu Ges
Hero, «CMOTPM MHCTPYKLMIO N0 NPUMEHEHMIo (nucrok-
BKN3AbIW)Y, «HE NPUMEHATL MO MCTEYeHUM Cpoka
TOAHOCTHY, «XpaHWTs B HeAOCTYNHOM Aaa  deredi
MecTe».

fononuntensHo  Ha  KapToHHOW ynakoeke (nauxe)
AYGAMpYeTCA TOProBOe HauMeHoBaHWe u AO3UPOBKa ¢
UCnonb3osaHWem wpudta bpaiing.

Ha  KOHTYpHOW  suelikosolt  ynakcske
(6nucrepe) yKa3aHo: TOprosoe
HavnmeHoBaHwWe NEeKapcTBeHHOMo npenapaTta
(cosnapaer c MEXYHAPOAHBIM
HENaTeHTOBaHH biM HaMMEHOBaHuem),
NeKapcTBeHHan dopma, AO03UPOBKa,
HaumeHoBaHKe AepwaTtens
PErMCTPaUMOHHOMG  yAOCTOBEPEHMA 1
HauMeHoBaHue npoussoguTens

/IEKapCTBEHHOrO npenapaTa, HOMep cepuu
(BrnioYaIOWMI Mecay rof npov3soacTsa),
AaTa MCTEYEHWA CPOKA rogHOCTW (MecAl u
roa).

Ha KapToHHOIt ynakoske (nauxe) YKazaHo:
TOProBOR HaMMEHOBaHWE NEKapCTBRHHOrO
npenapata (CoBnagaeT ¢ mempyHapoaHsIM

HENATeHTOBaHHbIM HavMeHOoBaHuem),
HauMeHoBaHue Aepwarena
PerMCTPaUMOHHOMO  yaocTOBepeHUs 1
HauMeHoBaHue npoussoguTens
NEeKapCTBEHHOrO npenaparta, appec

npoussoguTens NIeKapCcT8eHHOro npenaparta
(cTpaHa, o6nacts, ropoa), 3NeKTPOHHbIN
agpec u caiiT npoussoauTens, appec
Aepwartens PerncTpauMoHHoro
YAOCTOBEpeHWA (CTpaHa), NeKapcTseHHas
Popma, A03MpoBKa, KOAMuecTES TabreToK 8

ynakoeke,  wHpOpMauMa o  coctase
NEKAPCTBEHHOro npenapara
(HanmeHoBaHue AeACTBYOWEro BewecTsa 1
ero KO/IM4YecTso, nepeyeHb

BCMOMOraTe/ibHbiX BELUECTB), HOMEP cepum
(BrmovaloWwmit mecay u rof, Npou3soacTea),
AaTa MCTEYEHUA CpOKa roAHOCTH (rofeH 4o:
MECAL M roa), yenosus xpaHedus, cnocob
NpUMeHeHMA:  «[nR  npuema  BHYTpbY,
YCNOBUA OTNYCKA, HOMEP PeruCTPaLLMOHHOTO
YAOCTOBEPEHMA, NOrOTMN NpoW3soaUTENs,
bapm-koa, wrpmxosoit Kog, ABYMEPHLIH
WTPUXOBOH Kon E YacTUUHO M
pacwuposkod MHPOPMaLMK,
COARPHALLEIACH B ABYMEPHOM LWITOMXOBOM
Koae, «CMoTpu WUHCTPYRUMIO no
MPUMEHEHMIO  (MCTOK-BKNAABIW)», «He
MPUMEHATL N0 NCTEYEHUM CPOKa FOAHOCTUY,
«XpaHuTe 8 HeAOCTYNHOM ANnA  pereit
mecTe»,

DNononkurtensHo Ha kapronHoi YNaxkosKe
(nauxe) npoaybauposaHsl TOprosoe
HauMeHOoBaHue " AO3MPOBKa c
MCNonbL3oBaHMeM WpudTa Bpaiins.

Cpok roaHocTn

3 ropa

Fogew po: 12/2027

| XpaHeHue

Mpu Temnepatype He sobiwe 25 °C.

OOTBETCTBYET/He cooTBeTCTayeT TpebosaHuam J1N-Ne(002225)-(PT-RU)-210423

3aknoueHue: c_{_g'__y_[

Heobxoaumoe noguepxHyTs)

Odopmieno: [Marnosa O.I1.

HauanbHuk OKK:

Crpannua: 2 u3 2



i JInuensus Ne J1I012-00102-77/00010730
7 B ﬁ Ne GMP/EAEU/RU/01313-2024
%} OZON Paspemenne
CAPMALZBTHRA Ha BBIITYCK CEpHH JIEKAPCTBEHHOTO [Ipe€apaTta B peai3alUi0
30.447(04)
Ne932 o1 ek
Haumenosauue npenapara Mokcouuaun
Mewaynaponnoe HETIATEHTOBAHHO, HIIH IPYNNHPOBOYHOE, Moxkconnaun -
WM XUMHYECKOEe HAMMEHOBaHHe
JlekapctaenHas hopma TabneTku, noKpbITHIE NAEHOYHOIH 0601049KOH
Hosnposka 0,4 mr
®opma seimycka TalaeTKH, NOKPBITHIE MACHOYHONR 0BON0YKOM 0,4 mr
(KOHTYpHas s4elikoBas ynakoska) 14 x 2 (nauka kapTonHas)
Homep cepun 010125
Konuuectso 61760 ynakosok
Jara nauana npoussonctea 04.01.2025
Cpok ronsocTu / Tonen 1o 3 ropa/12/2027
Hopmartusnas JNIOKYMEHTaLHs JTI']-NQ(002225)-(PI‘-RU)-2 10423
Cepruduxar kauectsa cepuu 932 ot 10.02.2025
Haumenosanne nponssopurens 000 «O30n» |
Anpec npoussoautens (Bee cragnn NpOu3BOACTBA, BKmoyas | Camapckas o6, r.o. Hurynesck, r. Xurynescx,
BBIMYCKAIOWMH KOHTPONB KauecTpa) Y. Cuapocrponteneit, 1. 6
Peructpaumonnoe YIAOCTOBEpeHHe JI[1-Ne(002225)-(PT-RU)
Hara rocy napcreiiHoit perucTpaunu 21.04.2023
Haumenosanue neparens perucTpaunonHoro ynoctosepenus| 000 «ATomny
Paspewenue neiictsnrensro 1o 12/2027
Kommewrapwn

[pusenennas pLime HnpopMains sengercy AocToBepHOi M TounoH. Cepus JICKAPCTBCHHOrD Mpenapara npousbeleHa (BKIO4as
YH2KOBKY (MapKHposky) u KOHTPOJIb Ka4CCTBA) Ha IIPOM3BOACTBEHHOI MIOUWANKe B MOJHOM COOTBETCTBHM C TpeGoBaHMAMY JIHLIEH3HH,
Tpasun Hamnexaweis [POH3BOICTBEHHON NpPaKTHKH, PErHCTPAUMOHHOIO N0CKE. 3amucK no IPOH3IBOACTBY, YIIAKOBKE H KOHTPOMIO KauecTsa
MPOBEPCHBL, M YCTAHORICHO HX COOTBETCTBHE TpeSopanuam Tpasun HanTexatei NPOM3BOACTBEHHON NPAKTHKHY,

[TIPOAYKUMS PA3PELLIEHA K PEAJIM3ALIMN: E( Ha O Her

YnonsoMouerHoe MHLO: =

(A W / Hedenosa Anacracust Banepresia/ r.
noanics GHO Hara

Crpannua: 1 u3 |
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