A JIunensusa JI012-00102-77/00010730
0 o Ne GMP/EAEU/RU/01313-2024
@ OZON Paspemenue
DAPMAUEBTUKA Ha BBIITYCK CEPHH JICKAaPCTBCHHOTO IIpe€Iiapara B peald3alliio
3D.447(04)
,‘ g IN9R
Ne 878 o~ y B I
HaumeHoBanue npenapara Wnpanamun
MexayHapoiHOE HENATEHTORAHHOE, UITH IPYIIIHPOBOYHOE, Hunanamun
UITH XMMMYECKOe HAHMEHOBaHMUE
JlexapcTBeHHas Qopma TabNeTKy, NOKPHITHIE M1eHOYHOH 000nouKoi
Hozuposka 2.5 mMr
®opMa BBIMyCKa TabneTKH, NOKPHITHIE [UIEHOYHOH 000104KOH, 2,5 M
(koHTypHas sueiikoBas yrnakoska) 30 x 1 (mauxa kapToHHasA)
Homep cepun 491225
KonngectBo 233 856 ymakoBok
Jlata Hagana NpoM3BOJCTRA 28.12.2025
Cpoxk ropsoctu / 'ogex mo 3ropa/ 11/2028
HopmartusHas IOKyMeHTaLus JITI-Ne(002120)-(PT-RU)-050423
CeptudHKaT KauecTBa CepHH 878 07 21.01.2026
HaumeHoBaHue npouzBogUTENs 000 «Ozo0n»
Apnpec npou3BoauTens (Bce CTAAMH POM3BOACTBA, BKIKYAs Camapckas 0011, r.0. JKurynesck, r. JKurynesck,
BBITYCKAOIIHH KOHTPOJb Ka4ecTBa) yi. Cunpoctpouteneit, 1, 6
PerucrpauuoHHOe ynocToBEepeHHE JITI-Ne(002120)-(PT-RU)
Jarta rocynapcTBeHHO# perucTpanuu 05.04.2023

HaumenosaHue aepikarens perucrpaiuoHHoro ynocrosepenusa| 000 «Ozou»

Pazpemenue nelicTBUTENBHO [0 11/2028

Kommenwtapuw | e

[IpuBeneHHas BIIe WHOOpPMAIMS SBAAETCS NOCTOBEPHOH M TowHOM, CepHs NekapCTBEHHOTO TpPeNapara NpoM3BeNeHa (BKIOYas
YIAKOBKY (MapKHPOBKY) M KOHTPONSL KAadecTBa) HA NMPOM3BOACTBEHHOMN IUIOIANKE B IOJHOM COOTBETCTBHM ¢ TPeOOBaHMAMH THLEH3HH,
Tlpasun Haqnexameld IPOH3BOACTBEHHOMN NPAKTHKY, PETHCTPALMOHHOTO JOCHE. 3alliCH M0 NPOHU3BOACTBY, YTIAKOBKE W KOHTPOIIO KayeCTBa
MPOBEPEHEL, M YCTAHOBMEHO WX COOTBETCTBHE TpeboBaHusM I1paBun Haxnesxcallell NPOU3BOICTREHHOM MPAKTHKH.
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& OZON

CAPMALIEBTHKA

Mecto HaxompaeHua: 000 «O30H», 445351, Camapckan o6, r. Murynesck, yn. MecodHas, 34, 11
Mecra ocywlecTsneHua AMueH3npyemoit geatensHoctu: 000 «O30H», 445351, Camapckan 06.., T. 0. JIUrynescK, r. Hurynesck, yA.
TwapocTpouTeneid, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

Nvuensna Munucrepcersa MpomsiwnerHocty v Toprosau PO Ne /1012-00102-77/00010730

CepTuduKar Kauecrsa cepuu No878 ot 21.01.2026

WHganamua, Tabnetku, noKpbiTbie N1€HOYHOM 060N04YKOIA 2,5 Mr

Homep cepuu
[ata Hayana Nnpou3BoACTEa
Kosnudyecrso

AHa/113 BbINOAHEH MO HOPMATUBHOMY AOKYMEHTY

TOProsoe HauMeHOBaHWE NRKAPCTBEHHOTO NPenapara, eKapcTseHHan GopMa, JO3MPoBKa

PeructpauMoHHoe yooctosepeHue JIM-Ne(002120)-(Pr-RU)

491225
28.12.2025

233 856 ynakoBok

JIN-Ng(002120)-(Pr-RU)-050423

HaumeHoBaHue noKasartens

MeToa KOHTPOAA
HopmaTtusHoe 3HayeHue

Pesynbrar KOHTPOAA

60 MmuH

OnwucaHue Bu3vanbHbIk
Kpyrable 4BOAKOBLINYKblE TabneTky,
Kpyrnble  OBOAKOBbINYKAble TabneTku, MOKPbIThIE o "
. ., MOKpPLITbIE NAeHo4YHOM 06ono4Koi Benoro
naeHo4yHol obonoykol Benoro wau nodutu Benoro
L8eTa. Ha nonepeyHom paspese agpo
useta. Ha nornepeyHom paspese sgpo 6enoro wau
Genoro ugeTa.
noyt benoro ugera.
MoannHHOCTL BIHX
BpemAa  yAEpHMBAHMA  OCHOBHOTO  MMKa  Ha
XPOM3TOrpamMme  WCMbITYEMOro  PacTBopa  [AOJIHHO
COOTBETCTBOBaTb  BPEMEHM  YOEPXKMBAHMA  MuKa CooTteetcTByeT
MHAanamuaa Ha Xpomarorpamme pacTesopa
cTaHgaptHoro obpasua (CO) uHganamuga (pasmen
«KonuyecTeeHHoe onpegeneHues).
PacTeopeHue [© PO, Y®-cnekTpodoTomeTpuma
He meHee 75% (Q) C16H1sCIN303S (MHAanamuga) Yepes 93 %

PoacteeHHble npumecu

BaXX

Mpumecs B (4-xwiop-N-(2-memmn-1H-uHgon-1-unj-3-
cynspamonnbersammug) — He bonee 0,5 %.
4-xnop-3-cynbdbamounbeHaoinas Kucnota - He Bonee
0,2%

EAMHWYHAA  HeuaeHTUOUUMPOBaHHAA npUmecs — He
Gonee 0,1 %

He obHapymeHo
0,03%

He oBHapyeHo

Tabnerxe.

Cymma npumecel — He Gonee 1,0% 0,03 %
OpHOpOAHOCTE JO3MPOBaHUA [P Pd, BIKX

AV<15,0% 6,7 %
OcTtaTo4yHble opraHuyeckue X
pacTBopuTenH He 6onee 0,525 mr CsHzO (2-nponaHona) B Tabnertke. 0,071 mr
KonudectserHoe onpegeneHue | BIMX

072,25 8o 2,75 mr C16H15CIN3O3S (MHaanamuaa) s 2,64 mr

MuKpobuonoruyeckas YucToTa
O6iee Yncno aspobHbix
MWUKPOOPraHU3MOoB;

Obluee YACNO OPOHHKEBBIX U
nnecHesbix rpubos;
Escherichia coli.

[ Pd, KaTeropusa 3 A.

He Bonee 1-103KOE/ r/mn;

He Bonee 1-102KOE/ r/mn;
oTcyTcTBMe B 1 r/ma.

meHee 1-101KOE

meHee 1-10*KOE
OTCYTCTBYET

Ynakoska

Mo 10, 30 Tab1eTOK B KOHTYPHYIO AYEHKOBYH YNaKoBKRY
M3  NJGHKW NOAUBMHWAXNOPUOHOW /B0  NAeHKW
NOAMBUHUAXNOPUAHON/NONAMBUHUAMACHXAOPUAHON W
$ONbIV ANOMUHWEBOW NeYaTHOM TAKUPOBAHHOM.

Man no 10, 30 TabneToK 8 KOHTYPHYIO AYENKOBYIO
YNaKkoBKY M3 matepuana KOMBMHUPOBAHHOMO Ha

ocHoBe donbru (TpexciolHbii matepuarn,
BRAIYAIOWMA  antoMuHuesyto  GONbry, MNAEHKY W3
OpPpUEeHTUPOBAHHOIO noavamnia,
NOSIUBUHUAXNOPULHYIO NAEHKY) v doabru

anoOMUHKEBON Ne4aTHOM NaKUPOBAHHOI.

1, 2,3, 4,5 6, 8 unu 10 KOHTYpPHbIX AYEMKOBLIX
YNaKkoBOK BMECTe C WMHCTPYKUMEH No MeguuuHCKomy
NPUMEHEHMIO  (NMCTOK-BKARAbIW)  NOMEWanT B

Mo 30 Tabnetok B KOHTYPHOW AYEMKOBOW
YNaKoBKE M3 NAGHKM NOAMBUHUAXNOPUAHOM
M donbrM  BNIOMWMHWEBOM  MeYyaTHOM
NaKUpPOBaHHOM.

1 KOHTypHas A4YelKoBas YrNaKkoBKa BMECTE C
WHCTPYKLMEN no MEAMLMHCKOMY
NPUMEHEHUIO (IUCTOK-BKAaAbIW) NoMelleHa
B KaPTOHHYH YNaKoBKy (nauKy).

Odopmneno: Mapsuna VLB,
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(t" OZO N Mecto Haxomaenua: 000 «Oson», 445351, Camapckan 06, T. Muryaesck, yn. MlecouHas, 34, 11

OAPMALEBTHKA

MecTa ocylecrs/ienka nmuenH3npyemoi aeaTensHocti: 000 «030H», 445351, Camapckas 06., T. 0. Hurynesck, r. Murynesck, ya.
Tvapoctpoutenedi, 4. 6; Ten. +79874599891, +79874599992, (84862) 290-00, dakc (84862) 341-09;

NuueHsvua MuHucTepcrsa NpomelwaeRHocTH u Toproeau PO No /1012-00102-77/00010730

K2pPTOHHYIO YNaKoBKY (nauky).

MapKuposka

Ha KOHTypHOW sueiikoBoil ynakoske (6aucTepe)
YKa3blBaKOT TOProBOE HaMMEHOBaHWE NEeKapCTBEHHOro
npenapara (cosnapaer c MeMayHapoaHbIM
HEMATEHTOBAHHLIM HaUMEHOBaHUEM), IEKEPCTBEHHYIO
GOpMy, [O3MPOBKY, HAMMEHOBaHWE AepaTens
PErvcTpaLMoHHOro YAOCTOBEPEHNUA U HaMMEHOBaHWe
NPOM3BOAMTENA NEKapCTBEHHOrO npenapara, Homep
cepun (BrtoualoWMit MecAl W rof, NpoM3BoAcTEa),
[aTy UCTEYEHWA CPOKa FOAHOCTH (Mecal, U roa).

Ha KapToHHOM ynakoBKe (nayke) ykassiBaloT TOprosoe
HavMeHOoBaHue NEKapCTBEHHOIO npenapara
(coBnagaer c© MeMAYHAPOAHBIM HEMATEHTOBAHHbIM
HauMeHoBaHUeMm), HaumeHoBaHue Aepwarens
PerucTpaLMoHHOrO YAOCTOBEPEHKS JIEKapCTBEHHOTO
npenapara (coBnagaer c HauMeHOBaHUEM
npon3soauTens), aapec npovssogmTens
JIEKapCTBEHHOrD npenapaTa (coBnafaer C aapecom
OEpMaTeNs  PErucTPaLMOHHOrO  YA0CTOBEPEeHMA)
{cTpaHa, ofnacts, ropop) (mim naowagku 000
«030H»), HaumeHoBaHWe AepKaTens
PerucTpaunMoHHOMO yAOCTOBEPEHWUA M HaMMEHOBaHMWe
NpOW3BOAMTENA NeKapcTBEHHOro npenapaTa, agpec
MPOM3BOAMTENA IEKAPCTBEHHOrO npenapara (cTpaHa,
obnacte, ropoAcKoli OKpyr), agpec gepxatens
PerucTpaumMoHHoOro  yaoctosepeHua (ctpada) (ons
naowaaku 000 «0s0H dapm»), 3N1eKTPOHHLIN aapec
W CalT npOW3BOAWTENA,  NEKAPCTBEHHY dopmy,
[O3MPOBKY, KOAWMYECTBO TabneTok B  yNakoske,
nHdopmaLMIo 0 cocTase NEKapCTBEHHOrO npenapata
(HaMmeHOBaHWe [OERCTBYIOWEro BewecTsa W ero
KO/MYECTBO, MepeyeHb BCMOMOFATE/bHLIX BELLECTs),
HOMep cepuu  (BKAOuAKOWMIA  mecau M rog
NpoU3BOACTBA), AaTY MCTEYEHWMA CpPOKA rOAHOCTM
(ropeH go: mecay W rog), yCAoBMA XpaHeHus, cnocob
npMmeHeHus: «[Na npuema BHYTPb», YCAOBMA
OTnycKa, HOMEpP PerMcTpauMOHHOTO YAOCTOBEpeHUs,
noroTun npoussoputens, Gapm-Kog, WTPUXOBON Koa,
OBYMEDHbIA WUTPUXOBOW KOZ, C MOMHOM MM YacTUYHOMN
pacwudposko mHopmaumu, cogepalleiica B
ABYMEPHOM WUTPUXOBOM Koae uau 6es Hero, «CmoTpu
MHCTPYKUWIO N0 MEAWMLUMHCKOMY  NPUMEHEHMIO
(nucTok-sKNaabIW)», «He NPUMEHATL MO MCTEYEHWM
CPOKa TroAHOCTM®, «XpPaHWTb B HEAOCTYMHOM Anf
netell mecten, «[lMypeTUyecKoe CpeacTeos.
[OnoNHUTENBHO Ha KapTOHHOM ynakoske (nauxe)
oybavpyeTca TOProBoe HauMeHOBaHWe M JO3MPOBKa C
ucnons3osaHvem wpudTa Bpaiina.

Ha  KoHTypHOW  AueikoBOM  ynakoske

(6nucTepe) YKa3aHo: TOproeoe
HanmeHoOBaHWe NeKapCTBEHHOro npenapara
(conapaer c MEXAYHAPOAHbIM
HEeMNaTeHTOBaHHbLIM HauMeHoBaHKWem),
NeKapcTBeHHaA dopma, [O3UPOBKa,
HauMeHoBaHue Aeprarens
PErUCTPALIMOHHOTO  YAOCTOBEPeHUS "
HaumeHoBaHue NpoW3BoOAUTENS

NIeKapcTBEHHOrO npenapara, HOMep cepuu
(BKntouamOWMIT MecAl 1 rog NpoM3BoACTsa),
£aTa WCTeYeHWA CpOKa TOAHOCTM (Mmecsay u
ron).

Ha kapToHHOI ynakoske (nauke) yxasaHo
TOProBOE HAaUMMEHOBEHWE /NIeKAPCTBEHHOrO
npenapata (CoBnNajaeT C MeMayHapoaHbIM
HEMaTeHTOBaHHbLIM HaumeHoBaHueMm),
HaumeHoBaHue pepwartens
PErMCTPaLUOHHOrO YOOCTOBEPEHMS
/IeKapCTBEHHOr0 npenaparta (coenagaeTr c
HaWMEHOBaHWEM nNpoussoguTens), agpec
NpPOM3BOAMTENA NIeKapPCTBEHHOTO Mpenaparta
(coBnagaer ¢ agpecom  gepwatens
PerucTpaLMoHHOro YAOCTOBEpEHUs) (cTpaHa,
obnactb, ropof), 3NeKTPOHHLIN aapec U caliT
npou3BOAMTENs,  /ieKapcTBeHHas dopma,
003MpoBKa,  Koauyectso  Tabnetok B
ynakoske,  uHdopmaums O  cocTase
NeKapcTBeHHOro npenapara (HaumeHoBaKWe
[eNCTBYIOLIErO BELLECTBa M ero KOAMYEeCTso,
nepedeHb  BCMOMOraTeNibHbIX  BELLECTB),
HOMep cepuW (BKnuaOWMI Mecal, W rog,
NPOM3BOACTBA), [aTa MWCTEHeHMA  CPOKa
TOAHOCTH (roAeH A0 Mecal u roa), ycnosus
XpaHenus, cnocob npumenerma: «ns
npuMema BHYTPbLY, YCNOBWS OTMYCKa, HOMEp
PerucTpaLyMoHHOro YAOCTOBEPEHMS, AOrOTHN
npoussoauTens, Gapm-Kog, WTPUXOBOHA Koa,
[ABYMEpHbIM LWTPMXOBOM KOA € YacTMYHOM
paclwmdpoBKoi MHbOpMaLMK,
cofepXaleinca B8 [ABYMEDHOM LTPUXOBOM
Kogeg, «CmoTpu MHCTPYKLMIO no
MEAMUMHCKOMY — NPUMEHEHMIO  (IUCTOK-
BKAAOBIW)», «He NPUMEHATL NO UCTEYEHMM
CPOKa rogHOCTU», «XpaHuTh 8 HEAOCTYMHOM
AR petell mecte»,  «[uypeTvuecKoe
CpeacTeoy.

LONoAHUTENLHO Ha KapTOHHOW ynakoske
(nauke) npoaybavpoBaHsi TOprosoe
HauMEHOBaHue u A03UPOBKa o
1cnons3oBaHnem WpudTa bpanns.

CpoK rogHocT

3 roaa

logeH po: 11/2028

XpaHeHue

B 3awyMlieHHOM OT CBETa MECTE Npyu TeMnepaType He sbiwe 25 °C.

3akntoueHue: CE_O_‘I’_B_E'I’CT___ELEI/ He cooTeeTcTByeT TpebosaHuam JIN-Ne(002120)-(Pr-RU)-050423

Odopmnero: Mapsuna U.B.

(HeoBxoammoe noa4epKHYTh)

HavansHuk OKK: il

[KupuanHa 1.9,

Crpannua: 2 u3 2




PEAEFAABHAA CAVMBA TID HAAS

B COEPE 3APABOOXFPAHEHMA

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Y

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No cocToAHUIo Ha 21.04.2026 19:41»

KoHTypHBIE (1), mauku
KapTOHHBIE/ ~

"Ozon" (000 "Ozon")

OrpaHUuUeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
(VmaxoBmMUK/hpacoBMUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))

Opranu3anmus, IIncbMma 00
JlaTa BHeCeHHsI B IIpousBoaguTeH Howmep Howmep, nara
N BBINYCTHBINASI B u3bsaTan JIC
AHC ToproBoe HaHMeHOBaHHE (BBIMYCKAKOIHHA Crpana CBelleHHs 0 CTAJHSAX POH3BOCTBA HopmaTHBHast JOKYMEHTAIHS A — CepHH, pa3penieHHs1 Ha (HOmep
Poc3gpaBHamzopa KOHTPOJIb MapTHH HIIII ’
P fzop poie) obopot P nara)
Hupganamu; TabJETKH, OO01wecTBO ¢ OrpaHMUYeHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"),
MOKPBITHIE TNICHOYHOM O0bwecTBo ¢ Poccus (ITpoussouresns (rotosoit JI®)); OOmecTBo ¢ OrpaHUYEHHON
21.01.2026 000JI0UKOM 2.5V mr 30 mr., OTrpaHUYEHHON Poccnst otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccust JITT-Ne(002120)-(PT-RU)-050423 000 "Oson" 491225 )
YIaKOBKH STUEHKOBbIC OTBETCTBEHHOCTHIO (YnakoBmuk/(hacoBmyK (B MEPBUUHYIO YIAKOBKY)); OOmecTBO ¢




