JIuuensus Ne 00176-JIC
GMP/EAEU/RU/01032-2023

& OZON

TAPMALEBTUKA

Ha BBIITyCK CEPHH JICKAPCTBEHHOI'O IperapaTa B peaJIu3aluio

Pa3zpemenue

3d.447(04)
No 2823 or 10 mrons 2025 1.
Haumenopauue npenapara AMnonuImmH
Mexnynaponsoe HenaTeHTOBaHHOE, WIH IPYNIIHPOBOYHOE, Amnoaumun
WM XMMHYECKOE HAUMEHOBAHKE
JlexapcTBeHHas popma Tabnerku
Jlo3upoBka 10 Mr
®opma BbiycKa Tabnetku, 10 mMr (koHTypHas suelikoBas ynakoska) 30 x 1
(nauka KapTOHHas)
Homep cepun 270625
Komnuuectso 132 120 ynakoBok
JlaTta Hauana npoOM3BOACTRBA 25.06.2025
Cpok roauocts / T'ozeH 1o 4 rona/ 05/2029

HopmaTuBHas ROKyMeHTalus

JII-Ne(006071)-(PT-RU)-280624

CeprHbukar kauecTsa cepuu

2823 ot 10.07.2025

HaumeHoBaHue IIPOU3BOAMUTEISA

000 «O30u Dapm»

Anpec npou3BoauTens (BCe CTAAMH MPOM3BOJCTBA, BKIIOYAs
BBINYCKAIONIHI KOHTPOJIb Ka4ecTBa)

Camapckas 0611, T. 0. TonbstTy, Tep. O3 III1T, MarucTpaib
3-a3n. 11, ctp.1

PerucrpaloHHoe yaocToBepeHe

JIT-Ne(006071)-(PT-RU)

Hata rocynapcTBeHHOI perucTpammy 28.06.2024 r.
HawumenoBauue nepxartens perucTpalHOHHOIO 000 «O30m»
YAOCTOBEpEHHS

Paspemenue neiictsuTensHo 10 05/2029
Kommesrapuw |

TlpuBenentas Bhilie MHPOPMALMA ABNSETCA NOCTOBEPHOH M TouHOH. Cepusi NeKapCTBEHHOrO npenapara npou3BeeHa (BKIOYas yIakoBKY
(MapKMpOBKY) M KOHTPOJb Ka4eCTBA) HA MPOM3BOJCTBCHHON IUIOMIAZAKE B MOTHOM COOTBETCTBHH C TpeGOBAHHSAMH JHLEH3UH, [IpaBun
HAINICKALCH TPOHIBOICTBEHHOA MPAKTUKH, PErHCTPALMOHHOIO 10ChE. 3aMMCH M0 MPOM3BOACTBY, YNAaKOBKE M KOHTPOMO Ka4yecTsa
TIPOBEPEHBI, U YCTAHOB/ICHO HX COOTBETCTBHE TpeGoBanHsM [IpaBuil HALTeKaLeH IPOM3BOACTBEHHOMN NIPAKTHKH.

[MPOJIYKIIUA PA3PEIIIEHA K PEAJIU3ALIUU: / Ha [0 Her

Y1o1HOMOYEHHOE THIIO:

LA

7IOpuenko Bacunuit Anekceesuu / 10.07.2025 r.
OHO Jlara

Crpanuua: 1 13 1




Mecro Haxoxgenua 000 «030H Dapmn: 445043, Camapckas obn., r. o. Tonsbattu, Tep. 033 NNT, Maructpans 3-, 34. 11, crp.1.
{ b r) Mecra ocywecrsnenus nuueHsupyemoi AeatenbHocTu 000 «O30H dapm»: Camapckan 06n., r. 0. TonbATTH, Tep. 033 NNT, marucrpans 3-a
(/ OZ O N 34. 11, ctp.1. Ten.cot.: +79874599993, +798774599994

OAPMALIERT KA

JvueHsua Munucrepcrsa MpoMbIWAEHHOCTH 1 Toprosan P® Ne 00176-/1C
CepTudukar kayectsa cepum Ne 2823 ot 10.07.2025

AmnoaunuH, Tabnetku 10 mr

bopma, P

PeructpaunonHoe yaocrosepenue /M-Ne(00607 1)-(Pr-RL

P P pata, P

Homep cepun 270625
[ara Hayana npoussoacTsa 25.06.2025
Konuuectso 132 120 ynakosok

AHanu3 BbINO/IHEH N0 HOPMATUBHOMY LOKYMEHTY JIN-Ne(006071)-(Pr-RU)-280624

MeTtoa KOHTpOons

3
HopmaTusHoe 3HayeHue PatyAcTar o

HaumeHoBaHue nokasartens

Onucaxue BuayanbHblit
Kpyrable naockouunmHapuueckue Tabaetku 6enoro uau Kpyrabie naockouunuHapuyeckue Tabnetku
no4Tn 6enoro useta ¢ puckoit U dackoii. Honyckaerca 6enoro ugeta ¢ puckoit 1 pacKoii.
/lerkas MpamopHOCTb. MpamopHocTb oTcyTCTBYeT.
MNopanHHOCTL BIXX
Bpems YAEPXKUBAHUA OCHOBHOrO nuKka Ha
XpOMatorpamme  WUCMbITYEMOTO  PacTBopa  [OMKHO Cootsercrayer
COOTBETCTBOBATE  BPEMEHW  YAEPKMBAHMA  NUKa
amnoaunuHa Ha Xpomatorpamme pacTsopa
CTaHAAPTHOrO obpasua (co) 1 (pasgen
«KonuyectTseHHoe onpeaeneHue).
CnekT, TOMETpUA
CnekTpbl  NOI/IOWEHUA  MCNBITYEMOrO pactBopa
pactsopa CO amnoaunuHa Gesunarta e obnactu ot 220 Cootsetcrsyer
A0 450 HM AO/MKHBI UMETb MAKCUMyMbl W MUHUMYMbI
NOT/IOWEHUA NPU OAHMUX W TEX e ANMHAX BOAH (+ 2 HM)
(pazaen «OaHOPOAHOCTL A03UPOBaHUAY),
Pacteoperue [® P® yd-cnexkTpodoTomeTpus
He meHee 70 % (Q) C20H2sCIN20s (amnoaununa) yepes 98 %
45 MUH.
PopacTeeHHble npumecu BIXKX
Npumecs D — He Bonee 0,3 %; 0,01 %

EAnHUYHAR HenaeHTUOULMPOBAHHaA NpUmecs —
He 6onee 0,3%;

Cymma npumeceit — He 6onee 1,5 %.

[® P®, Kateropua 3A

He o6HapyxeHo
0,01 %

Mukpobuonoruyeckas uncrora
O6uwee Yncno asapobHbiIx
MUWKpoopraHusmos s 1 r;
Obuwee YUCNO APOHIKEBBIX U
naecHesbix rpubos B 11;

He 6osee 1:10° KOE/ r/mn; Menee 1:101 KOE

He 6onee 1-102 KOE/ r/mn; Menee 1-10 KOE

Escherichiacolis 1. orcyrcTeme B 1 r/mn OTcyTcTeyer

OAHOPOAHOCTL A03UPOBaHUA [® PO, Cnocob 1 YD - cnekrpodotometpus
AV<15,0%. 3,5%

KonnuectseHHoe onpepenenue BIXKX
07 9,3 o 10,8 mr, CxoH2sCIN2Os (amnoamnuna) cumras 9,4 mr
Ha CpeaHIo Maccy OHOM TabneTku.

Ynakoska Mo 10, 30 TabneToK B KOHTYPHYIO AYEMKOBYIO ynakosKy | 30 TabneTok & KOHTYPHOU  A4eiKOBOWH
U3 NNEHKWU  MNONMBUHUAXNOPUAHOW, NMBO NNEHKM | ynaKoBKe U3 NAEHKM NONMBUHUNXNOPUAHON U
NONMBUHUAXNOPUAHOM/NONUBUHUAUACHXNOPUAHOH U | bonbru ANOMUHUEBOM ne4yaTHoM
$onbrit aNOMUHWEBOI NEYATHOM NaKUPOBAHHOIA. NaKMpOBaHHOM.
M no 10, 30 Tabnetok B KOHTYpHyO AYeNKoBYIO | 1 KOHTypHaa syelkosas ynakoBKa BmecTe ¢
YNaKoBKy 13 maTep1ana KOM6MHMPOBAHHOTO Ha OCHOBE | MHCTPYKUMeit no MEANLMHCKOMY NPUMEHEHUIO
donbru  (TpexcnoiHbii  MaTepuan,  BKAloYaOWM NOMeLLEeHa B KaPTOHHYIO YNaKoBKy (Nauky).
aniomuHuesylo Gonbry, NNEHKY U3 OPUEHTUPOBAHHOTO \
NoAMAMKAR, NOAUBUHUAXNOPUAHYIO NAEHKY) U GOAbIU
aNlOMWHUEBOW NEYATHOW NaKMPOBAHHOW.
1,2,3,4,5, 6, 8 wim 10 KOHTYPHbIX AYENHKOBbLIX YNaKOBOK
BMECTE C MHCTPYKUMEIA N0 MeAULMHCKOMY NPUMEHEHUIO
NOMELWAIOT B KAPTOHHYIO yNnaKoBKy (nadky).

Mapkuposka Ha KoHTypHO#t saueiikoBol ynakoske (6auctepe) | Ha KOHTYpHOW AYEMKOBOM ynakoske

YKa3biBAlOT TOProBOE HaUMEHOBaHWE NeKapCcTBEHHOro
npenapara (coenapaer c MeXAYHapoAHbIM
HENaTeHTOBAHHbIM HAUMEHOBAHWUEM), NIEKaPCTBEHHYIO

(6nucTepe) ykasaHo: Toprosoe HaumeHOBaHWe
/IleKapCTBEHHOrO npenapata (cosnagaer ¢
MEXAYHapPOAHLIM HEeNaTeHTOBaHHbIM

Odopmneno: Benosa H.C,

Crpanuua: 1 u3 2



Mecro HaxowaeHna OO0 «O30H ®apm»: 445043, Camapckan 06, 1. 0. TonbaTTH, Tep. 033 NNT, maructpans 3-1, 34. 11, crp.1.
f) Mecra ocywecTsnenns amueHanpyemon aeatenbHoctn 000 «O30H Papm»: Camapckan 06, 1. 0. TonbaTTy, Tep. 033 MNT, maructpans 3-a

¢ OZON

DAPMALEBTMKA

34. 11, ctp.1. Ten.cor.: +79874599993, +798774599994

JinueHsua Munucrepcrsa MpombilneHHOCTH U Toprosau P® Ne 00176-1C

dopMy,  A03MPOBKY, HaMUMEHOBaHWe  Aepsatens
PErucTpaLuMOHHOIO YAOCTOBEPEHUA M HaWMeHOBaHWe
NPoOU3BOAMUTENA /IEKAPCTBEHHOTO npenapara, Homep
cepuu (BKAKOYAKOWMI MECAL, M rOf, NPOU3BOACTBA), AaTy
UCTEYEHWA CPOKA ro4HOCTH (Mecay 1 roa).

Ha KapTOHHOM ynakoBKe (nayke) yKasblBalOT TOProsoe
HauMeHOBaHMe NeKapcTBEHHOrO npenapaTa (cosnapaet

c MEXAYHaPOAHLIM HEeNaTeHTOBaHHbIM
HauMeHOBaHUEM), HauMeHOBaKue nepxarens
PErucTPaLMoOHHOrO  yAocToBepeHusa  (cosnagaer C
HauMEHOBaHMEM npoussoauTens), aapec
NpPOM3BOAUTENA NIEKAPCTBEHHOrO npenapata (cosnapaer
c agpecom aepxarens PerucTpaLyuoHHOro
yaoctosepenus) (ctpaHa, obnacts, ropoa) (ana

nnowaakn 000 «O30H»), HAUMEHOBaHWE AepXaTens
PErucTPaUMOHHOIO YAOCTOBEPEHUA U HaUMEHOBaHue
NPOU3BOAMUTENA NEKAapCTBEHHOro0 npenaparta, agpec
NPOW3BOAUTENIA NEKapCTBEHHOrO npenapaTa (cTpaHa,
obnactb, rOPOACKOM OKpyr), aapec Aepwartens
perucTpaumMoHHoro  yaoctosepeHus  (ctpaHa)  (ana
naowaakn 000 «030H dapm»), INEKTPOHHbIN aapec U
caliT  npou3BOAMTENs,  NIEKapCTBEHHYI  dopmy,
[03UPOBKY, KonuuecTBo Tabnetok B  ynaKkoBke,
MHPOPMALMIO O COCTaBe /IGKAPCTBEHHOro npenapaTa
(HaumeHoBaHMe [AEMCTBYIOWErO Bewectsa W ero
KONWYECTBO, NepeyeHb BCMOMOraTeNbHLIX BeLlecrs),
HOMep Ccepuu  (BKIKOuAOWMA  Mecay W rof
NpOM3BOACTBA), AaTY UCTEYEHUA CPOKA roAHOCTH (roaeH
[0 Mecsy W roa), YCAOBUA XpaHeHusa, cnocob
npumMeHeHna: «Na npuema BHYTPbY, YCAOBUA OTNYCKa,
HOMEp PerucTpPaLMoHHOrO YAOCTOBEPEHWA, N0roTun
npou3BOAUTENA, dapm-koa, WTPUXOBOW Koa,
[ABYMEPHbLIA WTPUXOBOW KOA C MONHOW MAW YacTUYHOM
pacwudposkod  MHPOpMALMK,  COAepIKalieica B
[ByMEpHOM WTPUX0BOM Koae uau Ge3 Hero, «CMOTpU
UHCTPYKUMIO MO MEAWLMHCKOMY NpUMEHeHWIo», «He
NPUMEHATDL MO UCTEYEHUU CPOKA FOAHOCTUY, «XPaHUTbL B
HeAO0CTYNHOM ans peteit mecre»,
«AHTUIMNEPTEH3NBHbIA aHTUAHIUHANBHBINA NpenapaT».
[lonoNHWTeNbHO Ha KAapTOHHOM ynakoske (nauke)
ny6aupyeTcs TOProsoe HauMeHOBaHWe U A03MpOBKa C
ucnonb3oeaHuem wpudra Bpaina.

HaUMEHOBaHWEM), NeKapCTBEHHaR
[03UPOBKa, HauMeHoBaHue
perucTpaumuoHHOro YA0CTOBEPEHMA 7
HaumMeHoBaHMe npoussoauTeNs
NeKapCTBEHHOrO npenapara, HOMEp Ccepuu
(sKnlovalowmit mMecsy ¥ rog NpPOU3BOACTBA),
[ata UCTeYeHUA CPOKa rogHocTn (mecay, u
roa).

Ha KapTOHHOM ynakoBke (nayke) yKasaHo:
TOProBOE HaWMEHOBaHWe NIeKapCTBEHHOrO
npenapata (coBnagaer ¢ MeXAyHapoAHbIM
HenaTeHTOBaHHbIM HavMeHOoBaHuem),
HauMeHOBaHUE AePXKATeNA PerncTPaLMOHHOro
YAOCTOBEPEHUA " HauMeHoBaHHe
Npou3BOAMUTENA NIeKapCTBEHHOro npenaparta,
agpec  NPOW3BOAWUTENA  /IeKapCTBEHHOro
npenapata (ctpaHa, o6nactb, ropoaCKoW
OKpYr), aapec AepKaTtena perucTpaumoHHOro
YAOCTOBEpPEeHMA (CTpaHa), 3EeKTPOHHbBIW aapec
M CalT npou3BOAUTENA, NIeKAPCTBEHHaA
dopma, [o3MpoBKa, KonuvecTBo Tabnetok B
ynakoske, uHpopmauua o cocrase
JIeKapCcTBEHHOro npenapata (HaumeHoBaHue
AENCTBYIOWEro BEWECTBa W ero KOAMYecTso,
nepeyeHb BCMOMOraTeNbHbIX BELLECTB), HomMep
cepuu  (BKAONMAKOWMA  MecAlL W TOA
NpouM3BOACTBa), [AaTa  MCTEYEHWMA  CpOKa
rofgHocTH (rofileH A0: MeCsl, U rof), YyChoBuA
XpaHeHus, cnocob npumeHeHua: «na npuema
BHYTPb», ycnosus oTnycKa, Homep
PErMcTPaLMoHHOIO YAOCTOBEPEHMA, /I0roTUN
npoussoautens, Gapm-KoA, WTPUXOBOW KoA,
[ABYMepHbIii WTPUXOBOM KOA C YacTUYHOM
pacwudpoBKoi MHGOPMALMK, CoaeprKaLLeica
8 [ABYMEPHOM LWTPUXOBOM Koae, «CmoTpu
WHCTPYKUMIO no MEeAUUMHCKOMY
NpUMEHeHuto», «He NPUMEHATb NO UCTEUEHUU
CPOKa rogHOCTUY, «XpPaHWUTb B HEAO0CTYNHOM
AR petelt mecte», KAHTUrMNEPTEH3UBHbIN
aHTWaHrMHaNbHbLIM NpenapaT».
[loNONHUTENBHO Ha KAPTOHHOM  ynaKoske
(nauke) npogy6smposaHbl Toprosoe
HaumeHoBaHWe " [03MpOBKa c
MCnonb3osaHnem wpudra bpaina.

$opma,
Aepxarena

CpoK ropHocTn

4 ropa

ropex po: 05/2029

XpaHeHue

Npy TemnepaType He Bbilwe 25 °C B KAPTOHHON ynakKoBke (nayke).

3aknloueHue: CooTBeTCTBYeT/ He cooTBeTcTyeT TpebosaHuam JIM-Ne(006071)-(Pr-RU)-280624
(HeobxoaMMoe NoAYepKHYTS )

Odopmnero: Benosa H.C.

HayansHuk OKK:
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GEAEPAALHAR CAYXBA T10 HAAX

«CBefeHNA, BHeCeHHble B aBTOMATU3NPOBaHHYI0 MHpOPMaLMOHHYI0 cucTeMy Poc3paBHag3opa nepeg BBOLOM B
rpaXaaHcKuin 060poT cepuit, MApTUil NIeKapCTBEHHbIX cpeacTs/ MHGopMauma o BblgaHHbLIX POC3ApaBHAA30pOM pa3peleHmax

')gm’

Ha BBOZA B rpaxaaHckuin obopoT B Poccuiickon ®eaepaumn cepuv uam napTmm MMMYHOBMONOrMHECKOro NeKapcTBEHHOMO

F npenapaTta, No COCTOAHMIO Ha 26.09.2025 15:56»
B BT 3 VYD 3 114€
B COEPE 3APABOOXPAHEHNS
Mucoma
ob
Jarta BHecenns B Ipoussoaurens Opraunsaims, Homep Homep, nata .4
AHC Toprosoe nasmenosanue (BbuTYCKAKOMMFA Crpana Ceegennst 0 CTagMAX NPOH3BOACTBA Hopmatusuas 10KymeuTauns BbINYCTHBIIAS B cepuH, paspelienHs Ha e
Poc3npasramsopa KOHTPOJIb) rPaXIaHCKHA 060poT DNapTHH M (nouép
nmata)
OTKpHITOE 4KUMOHEPHOE
Amn ; Tabaetku 10 mr 10
= ;i::::m:zz:;r::suc " obwectso "BopHcosckmit PecnyGamxa O1kpeiToe axunosepHoe obuwectso "bopHcoBCKHil 3aBoa
28.08.2025 " ) 3aBO/1 MC/IMITHHCKHX Y mMeauuMHCKUX npenapatos” (OAO "B3MIT"), Pecnybanka JI-002893-231122 000 "HH®ODAPM" 4270625 -
KOHTypHbie (3), nauku o benapycs
KapTOMMe/ ~ npenapatos" (OAO Benapycp
"B3MIT")
Axumoseptoe obwectso "BEPTEKC" (AO "BEPTEKC"),
Amnoaunuu-BEPTEKC; Poccus (ITpouseoautens (rotooit JIP)); AKunoHepHoe
Tabnerku 10 mr 20 wr., AxumosepHoe obwecTso obuwectso "BEPTEKC" (AO "BEPTEKC"). Poccus
25.08.2025 YNAKOBKH AYEHKOBLIE "BEPTEKC" (AO Pocena (¥ nakoBuwK/racoBuimk (B NepBUYIYI YIAKOBKY ), JHI-Ne(001569)-(PT-RU)-201223 AO "Beprekc” A1R0270625
KOHTYPHbIC (3), naukn "BEPTEKC") Axunoseptoe 0dmecto "BEPTEKC" (AO "BEPTEKC"),
Kap1OHHble/ ~ Poceust (Y nakoBimmk/dhacoBumk (BropuyHasy/1petnuHas
YNaKoBKa))
OTKpBITOE 4KUMOHEPHOE
Amiog ; raGaerku 10 mr 10 "
mr“t’:;::::m: ;:fi:r:\:nuc vu 0bmecTBo "BopucoBckmit PeciivGiiog OrtkphiToe akuuonepHoe obmectso "Bopucosckui 3aBoa 000
18.08.2025 b 2 g g ' N B apatos” " p ey BmKa -002893-231122 270625 -
xouTypise (3), nauxy ;m;th::::‘m:g:g Beaspycs Ee.zmumfnmx npenapatos” (OAO "B3MIT"), PecnyGanka JH1-00289: 11 “CJIABSHKAPY" 42706
KapTomubie/ ~ "E%Mf'l") CAapych
= OTKpHITOE AKUMOHEPHOE
A i ; Tabnetku 10 10
m:’",\vllx’::::x:::2;11:(:&1 . v obuectso "BopHcoBekui Peciy6anxa OTKphiTOE aKUHOHepHOe 0bmecTBo "BopHcoBeKHit aBoa
01.08.2025 oo = JABOJI MC/IMIHHCKHX MR ‘ meannmuHekux npenapator” (OAO "B3MIT"), Pecnybnmka JI1-002893-231122 000 "®apmJlain" 4270625
KOHTypHble (3), naukH i Besapycn
KapTOHHMC/ ~ npenapatos” (OAO benapycn
"B3MIT")
OTKpHITO® 4KLUHOHEpHOe
Amiog ; rabaerkun 10 mr 10 .
u::‘”?r‘;:::;;::;‘;l;;e M obmectso "BopucoBckuit Pecnybik OTKpHITOE aKIMOHEpHOE 00MIECTBO "BOPHCOBCKHA 3aBOJL
31.07.2025 2 o ) HBOA ME AMUMHCKHMX : meauunHcknx npenaparos” (OAO "bB3MIT"), PecnyGanka JIT-002893-231122 000 "Hurepllex” 4270625 -
KOHTYpHbie (2), nauku . Benapych
KapTOHHMe/ ~ npenapatos” (OAO Benapycn
"B3MIT")
10.07.2025 Amnoaunis; Tabnetkn 10 mr 30 OOBweCTBO ¢ OrpaHHYEHHOM Poccus OBuwecTBO ¢ OrPaHHYEHHOR OTBETCTBEHHOCTHI "O30H Papm” JII-Ne(006071)-(PI-RU)-280624 000 "Os0n Gapm” 270625 -

WT., YHAKOBKH AYEFKOBbIE
KOHTYpHbI¢ (1), mauku
KapTOHHbie/ ~

OTBETCTBEHHOCTBIO "O30H
@apm” (000 "Ozon
Dapm")

(000 "Os0n Dapm"), Poceus (Mpoussoaurens (roTosoi
JI®)): OBiecTBO ¢ OrpaHUYEHHOM OTBETCTBCHHOCTHIO "O30H
@apm" (00O "Ozon @apm"), Poccus (Y nakosmmk/acosums
(B NepBHYHYI0 YNAKOBKY)); OBmecTBo ¢ orpaHHyeHHOR
oTBeTCTBeHHOCTHIO 0300 Papm” (000 "Oson Papm”),
Poceus (Y nakosunk/¢acoBumk (BTOpUUHAS/TPETHUHAS




