MecTo Haxomaerus Q00 «O30H Gapmy: 445043, Camapckan 064., r. 0. TonsaTTH, Tep. 033 MMT, marucrpans 3.7, 34, 11, ctp.1.

; MecTa oCyLLeCTBNEHUA NMLEH3UPYEMOR AATENBHOCTH 000 «0z0H Gapm»: Camapckas 06a., r. 0. TONLATTY, TEP. 033 NMNT, marucTpank 3-A
({‘ OZO N 3p. 11, crp.1. Ten.cot.: +79874599993, +798774599994

BARMALIERTHRA Nuuenzua MuHUcTEpCTaa MpombiluneHHocTH 1 Toprosnu PO Ne N012-00102-77/00010683

CepTuduKaT KauecTsa cepum Ne 3908 ot 07.10.2025

dypocemng, Tabnerku 40 mr
TOPTOBOE HBWMEHDBAHMUE NEKAPCTBEHHOMO NPenapare, NekapcTeeHHan popma, AO3MPOBKE

PerucrpalMoHHOe yA0CTOBEPeHME JIN-Ne(001270)-(PT-RU)

Homep cepuu 320925
[aTta Hayana NPoOU3BOACTBA 14.09.2025
KonuyecTso 93 600 ynakoBOK
AHa/nW3 BbINOAHEH MO HOPMETUBHOMY LOKYMEHTY JIN-Ne(001270)-(PT-RU)-290922
( H MeToa KOHTPOAA j
auMeHOoBaHwe NoKasaTtens PesynbTaT KOHTPONA
HopmaTtuBHOe 3HayeHue
Onucanue BuayaibHbIA
Kpyrnsie NAOCKOLMAMHAPWUYECKHE Tabnetku Genoro wuau Kpyr/ble NAoCcKoLMAMHAPUYECKE
Benoro C KpemoBaTbiM OTTEHKOM UBeTa ¢ PUCKOM 1 TabneTKy BENoro LBeTa C PUCKON U
dacxoi. dackom.
NoaMHHOCTb Yd-cnexrpod®oTomeTpus
YNbTpathMONETOBLIE CNEKTPLI MOMIOWEHNA MCNBITYEMOro
pacTtsopa v pactsopa CO dypocemnaa B obnactu ot 220 CooTBeTCcTBYET
10 300 HM SOMKHBI UMETH MEKCUMYMbI U MUHUMYM NP
QLHWX W TeX e aauHax sonH (£2 wm) (paspen
«KONMYECTBEHHOE OMpeLeneHnes).
KauecTBeHHan peaKkuma Ha amuHorpynn CooTBeTCTBYET
dUONETOBO-KpacHOe OKpallBsaH1e
PacTBOpEHME rd P, Vo-cnektpodotomeTpua
He meHee 75% (Q) CiaHnCIN,OsS (dypocemnaa) yepes 45 98 %
MUWHYT.
PoacTseHHble NPUMECH BIMX
4-xnop-5-CyNbGamomnnaHTpaHK108aA KMCOTa — He bonee 0,07 %
1,0 %;
Niobas apyras eauHUHHaA Npumecs — He bonee 0,25 %; He oBHapyeHo
Cymma npumeceit (3a UCKNIOYEHWEM 4-xnop-5-
cybhaMoUNaHTPaHW/I0BON KucnoTbl) — He 6onee 0,5 %. He o6HapyxeHo
OAHOPOAHOCTL f03uposaHuA | [©PE, Yd-crniekTpoQoTOMEPUSA
AV< 15,0% 4,5%
KonuyecTseHHoe Yd-cnekTpodgoTomepus
onpepeneHue 07 37,0 zo 43,0 mr, CizHuCIN20sS (bypocemuaa) B 39,4 mr
Tabnetke.
Mukpobuonorudeckas TP P, Kateropus 3A
YKCTOTa
Obwee yncno aapobHbix
MWKPOOPraHW3mMoB B 1 T; He Gonee 1-103 KOE/ r/mn; Menee 1-10* KOE
06 LIee YACO APOKMEBLIX U
naecHesbix rpubos B 1T; ne Bonee 1-102 KOE/ r/mn; MeHee 1-101 KOE
Escherichiacolis 1T. OTCYTCTBME B /M. OTtcyTcTsyeT
YnakoBKa Mo 10, 25, 30, 50 Tabnetok B KOHTYPHYIO auelikosyto | Mo 25 TabneToK B KOHTYPHOM s4eitkoBoi
YNaKoBKy W3 MJIEHKK NONVBUHUAXAOPUAHONW, W $ONbIU | YNaKOBKE n3 MASHKK
ANKOMUHMEBOMN NEYaTHON NaKMPOBaHHON. MOAMBUHWUAXIOPHAHON " donbru
Mo 10, 20, 30, 40, 50, 60 wax 100 Tabnetok B BabKW M3 | anlOMUHWeBOM NeYaTHoM NaKkMpOBaHHOM.
nonusTWAeHTepedTanaTa [NA NEKapCTBEHHbIX CPEACTe, 2 KOHTYpHbie AYEelKoBblE YNAaKOBKK BMECTE
WAM MOMMMPONWAEHOBbIE ANA NIEKAPCTBEHHbLIX CPEACTs, | € WHCTPYKUMER MO M@MUMHCKOMY
VKYMOPEHHbIE  KPbIWKaMW M3 NOAMSTANEHA  BBICOKOTO fPUMEHEHUIO (nucToK-8KNaabIW)
L3BAGHWA C KOHTpONEeM MepBoro  BCKPbITWA, WX nOMelleHsl B  KapTOHHYK  YNaKOBRY
KpbILKaMK NOAMNPONKMAEHOBLIMMK C CUCTEMOM «HamaTb- | (nauky).
NOBEPHYTE®, WAU KPbIKEMW W3 NOAUSTUAEHA HU3KOTO
[aBMEHWA C KOHTPONIEM NEPBOro BCKPbITUA.
CsofopHoe npocTpaHcTBo B OaHke 3ano/HAT 8aTov
MEOMUMHCKOM FMrPOCKONNYECKON.
Ha BaHKy HaKNeuBaloT STUKETKY CAMOKNALLYIOCS.
OpHy 6auky wau 1, 2, 3, 4, 5, 6 nm 10 KOHTYPHbIX
AauyeliKoBLIX YM3KOBOK BmecTe C MHCTPpYKUMeH no
MeAULUHCKOMY NPUMEHEHWIO (nMCTOK-BRNAAbIW)
NOMELLAIOT B KAPTOHHYIO YNaKoBKY (nauky).
MapK1poBKa Ha KOHTypHO#  AueliKoBOW  yMaxoBke (6auctepe) | Ha  KoHTypHOW AYEKOBOM  YNaKOBKe
YKa3blBalOT TOProBOE HauMeHOBaHWe NeKapCTBEHHOM (BaucTepe) YKasaHo: TOprosoe

Odopmnexo: Benosa H.C. Crpanuua: 1 13 2
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Jlnuensma Munuctepcraa MpomsiwneHHOCTH M Toprosau PO Ne /1012-00102-77/00010683

npenapara (coBnapaet C
HEMaTeHTOBAHHLIM ~ HEWMEHOBaHWEM), NEKapPCTBEHHYH
dopmy,  [03MPOBKY, HaWMEHOBaHWE  peprKaTens
PerucTpauMoHHOro  YAOCTOBEPEHWMA M HaWMMeHOBaHue
NPOM3BOAMTENA  /IEKAPCTBEHHOTO Mpenapata, Homep
cepun (BRAOYAIOWMIA MecALL M rog, npowssoacTea), Aaty
MCTEYEHWA CPOKa roAHOCTM (MecsaL U rog).

Ha 3TuKeTKe BaHKu YKa3blBaloT TOProBoe HauMeHOoBaHUe
NeKapcTBEHHOrO npenapara (cosnagaer c
MEX/YHAPOAHbIM HENAaTEHTOBAHHLIM HaMMEHOBaHWeM),
NleKapcTseHHyo GopMy, [03MPOBRY, KOMHECTBO TabaeToK
B Banxe, cnocob npumeHenus: «[lns npuema BHYTPbY,
HauMeHoBaHue Lepwartens PerucTpaLmuoHHOro
YOOCTOBEPEHUA M HAaUMEHOBAHWE  MPOW3BOAUTENS
/leKapCTBEHHOIO npenapaTa, NOrOTMN NPOW3BOAMTEAS,
dapm-kog, HOMEp cepuu (BKAKCHAIOWMI MECAL, U rog
NPOM3BOACTEA), AATy WUCTEYEHMA CPOKa roAHOCTU (rogeH
A0: mecaL, v rog).

Ha kaproHHO{ ynakoske (nauxe) ykasblBaloT TOprosoe
HaWMeHOBaHWe NeKapcTBEHHOo npenapara (cosnagaeT ¢
MEMAYHapPOAHbIM HENaTEHTOBAHHLIM HauMeHOBaHMeM),

MEMAYHAPOAHBIM

HauMeHOoBaHMe nepwarens per1cTpaumnoHHoro
YAOCTOBEpEHMA 1 HaWMMEHOBaHWE  MPOM3BOAUTENS
NleKapcTBEHHOrO  npenapaTa, aApec NpoW3BOAWTENA
NeKapcTBeHHOrO npenapata (cTpada, ofnacts, ropoa),

(ana nnowankn 000 «O30H»), aApec NpoM3BOAMTENS
NleKapcTeeHHOro npenapata (cTpaHa, o6nacTs, ropoackon
okpyr) (ans naowaaku 000 «O30H Papm»), 3NeKTPOHHBIN
agpec w calT npomsBoAauTens, agpec 4eparens
PerucTpaumnoHHoro yAocTOBEpEHMA (cTpana),
NeKapcTBeHHYI0 GOPMY, AO03MPOBKY, KOAMYECTBO TabaeToK
B YNaKOBKe, MHPOPMALMIO O COCTaBe /eKapCTBEHHOro
npenapara (HaumeHOBaHWe OEMCTBYIOWEr0 BewecTsa
ero KO/IMYECTBO, MepeyeHs BCNOMOraTe/bHbIX BeLecTs),
HOMEp Cepuy (BKNIOYEIOWMI MECAL, W rOA NPOM3BOACTBA),
AaTy MCTEYEHUA CPOKa FOAHOCTM (roAeH [0: MecaLl U rog),
YCNoBMA XpaHeHus, cnocob npumerenus: «dns npuema
BHYTPb», YC/IOBMA OTNYCKa, HOMEP PErviCTpalMOHHOro
YLOCTOBEPEHMA, NOrOTHN NPOM3BOAMTENS, apm-Kog,
WTPUXOBON KOZ, ABYMEDHBIA LITPUXOBOW KOA C MOMHO
nan 4acTU4HOM pacwubpoBKOM nHbopmaumu,
cofepalueiica B 4BYMEPHOM WTPMXOBOM Kode uau ez
Hero, «CMOTPU  WMHCTPYKUMIO MO MEAMUMHCKOMY
NMPUMEHEHUIO (NMCTOK-BKANAABIW)», «He npumeHaTs no
MCTEYEHWMMW CPOKa FOAHOCTM®, «XpaHWTb B HeAOCTYMHOM
Ons peteit mecTe».

[ononHUTENbHO Ha  KapTOHHOW  yrmaxkoske (nauke)
Ay6avpyeTcA TOProsoe HaMMeHOBaHME WM [OO3MPOBKAa ¢
MCcnoaL30BaHMeM WpudTa Bpaiins.

HauMeHoBaHue NERAPCTBEHHOTO
npenaparta (COBMaaaeT ¢ MeXayHapoOAHbIM
HEemMaTeHTOBaHHbIM HaMMeHoBaHWeMm),
JIleKapcTBeHHanA dopma,  go3vposka,
HaumeHoBaHue fepwarens
PerucTpaLMoHHOr0  YAOCTOBEPEHMA U
HaMMeHOoBaHue NPCU3BOAUTENSA
NeKapcTBEHHOrO Npenapara, HOMep cepuu
(BrAtOUaIOWMIA MecsaL, " rog,
NpoM3BOACTEA), [AaTa MCTEYEHUR CPOKa
roAHOCTU (Mecsay, 1 rog).

Ha KapTOHHOW ynakoBKe (nauxe) yxasaHo:
TOProBOE HAUMMEHOBAHWE NeKapCTBEHHOro
npenaparta (CosnafaeT ¢ MeXayHapoaHbIM
HeNnaTeHTOBaHHbIM HaHMEHOBaHHEM),
HanmeHoBaHue Aeprarens
PerMcTpauMoHHOrO  YAOCTOBEpeHMA  u
HaumeHoBaHue NpPo13BOAMTENA
NeKapCTBEHHOTO npenapara, anpec
rpoussoauTeNs NIeKapCTBEHHOTO
npenapata (ctpaHa, o6nacTs, ropogcKoi
OKPYr), 3NMEKTPOHHbLIA agpec W caiT
Npou3BOAKTENR, agpec Aeprartena
perncTpaLmMoHHOro YOOCTOBEpPeHMA
(cTpana), NeKapcTBeHHas dopma,
[L034MpOBKa,  KOAMYecTso TabneTok 8
ynakoexke, wuHOOpMauMA O  cocTase
NeKapcTBeHHOro npenapaTta
(HaumeHoBaHMe OeHCTBYIOWEro BelwecTea
] ero KO/IM4ecTso, nepeyexs
BCMOMOraTe/lbHbIX BELWEeCcTs), HOMep cepum
(srntoyatowmin mecsaL " rog,
MPOM3BOACTBA), AaTa MCTEYEHWA CpOKa
roagHocTM (rogeH fo: mecay U rog),
YCNOBWA XpaHeHua, cnocob npumeHeHus:
«[lnA npuema BHYTPL», YCNOBUA OTNyCKa,
HOMEp PEerucTpaLMoHHOrO YAOCTOBEPEHMS,
NnoroTMN  Npou3BoawTens,  Gapm-Kog,
WTPMXOBOM KOA, ABYMEPHLIN WTPUXOBOH
KOO € 4YacTM4HOW  pacwmdposkoli
MHGOPMAELMHK, cofepaleinca B8
ABYMEPHOM WITPUXOBOM Koge, «CmoTpw

UHCTPYKLMIO no MEAMUUHCKOMY
MPUMEHEHWIO  (MCTOK-BKAaapiWw)», «He
NPUMEHATb MO WUCTEYEHWM  CpOKa

FOAHOCTMY, «XpaHUTL B HEAOCTYNHOM ANA
[eTei mecte»,

[onoNHUTeNEHO Ha KapTOHHOM ynakoske
(nauke) npoaybauposaHsl  Toprosoe
HaumeHoBaHue ] [03VPOBKa c
UCMo/b30BaHMem WpudTa Bpaking.

CpoK rogHocTH

2 ropa

Foge po: 08/2027

XpaHeHue

B 3alMLEHHOM OT CBETa MECTE NPy TEMNEepaType He Bbilwe 25 °C.

3aknioueHme: COOTBETCTBYET/ He cooTBeTCTBYeT TpeGoBaHuam JIM-Ne(001270)-(Pr-RU)-290922
(Heobxoanmoe NoaYEPKHYTS)

Odopmnero: Benosa H.C.

HauanbHux OKK: o

/Ky3uHa O.H.
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GAPMALEBTVKA

Ha BBIITYCK CEpUH JIeKapCTBEHHOIO IIpenapara B pealu3aliio

Paspemenne

3D.447(04)

No 3908 ot 07 oxTsiops 2025 1.

HawMeHoBaHNE NpenapaTta ®ypoceMun
MeskryHapoIHOe HelaTeHTOBAaHHOE, K IPYIITHPOBOTHOE, Dypocemun
WU XMMHYECKOE HAHMEHOBAHNE

JlexapcTeeHHas hopma TabneTKn
Hosuposka 40 mMr

Dopma BHIITyCKa

tabneTky, 40 Mr (KOHTypHas s9elikoBas ynakoBka) 25 x 2
(madxa KapTOHHAN)

Homep cepun 320925
Komuaectso 93 600 ymaxkoBok
Jara Hauana mpou3BONICTBA 14.09.2025

Cpox rogrocta / T'oneH no 2 rona/ 08/2027

HopmatuBEas IOKyMEHTallUA

JIII-Ne(001270)-(PI-RU)-290922

CepTHdHKaT Ka4ecTBa CEPHH

3908 o7 07.10.2025

Haummenosanue IIPOU3BOIUTEIIA

000 «Ozon Papm»

Anpec nmpoussonuTess (Bce cTaJHH NPOM3BOJICTRA, BIIFOTAs
BBIITY CKAFOLILMI KOHTPOJIb KaUecTBa)

Camapckas 0611, T. 0. Tonesarty, Tep. 033 IIIIT, MarucTpais
3-sa3x. 11, ctp.1

PerucTpanMoHHOE YIOCTOBEPEHHE

JITI-Ne(001270)-(PT-RU)

Hara rocy1apcTBEHHOM perncTpaliy 29.09.2022
HaumMenoBaHue aepaxatels peructpaiquornHoro yroctosepeHua| OO0 «ATom»
Paspemenne neHCTBUTENLHO 10 08/2027

KommeHnTapuu

[MpuBenenHas Beime WHGOPMAIHUA SBISCTCA OCTOBEPHOH M TouHoM. CepHs IeKapCTBEHHOTO MpENapara NPOoH3Be/icHa (BKIIO4as YIaKOBKY
(MapKHpOBKY) M KOHTPOIb KauyecTBa) Ha IPOM3BOACTBEHHOH MIIOLIANKE B ITONHOM COOTBETCTBHM ¢ TpeGoBaHMAMM NMUEH3MH, [Ipasun
HaJlexallel ITPOM3BOJACTREHHOM NPAKTHKM, PETHCTPALMOHHOIO [OChE. 3almHCH IO TNPOM3BOACIBY, YNAKOBKE M KOHTPOMIO KadecTBa
MpOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHE TpEGDBBHPIRM HpﬂBHJI HaIeKaleHi ]'IpOP!SBO,I[CTBEHHOﬁ TIPAKTHKH.

[TPOAYKIIMA PA3PEIIEHA K PEAJIM3AITMM:

YroonHOMOYeHHOE JTHIO:

%a ] Het

®HO

/ﬁxeﬂnﬂ Branumup Anekcanaposuy / 07.10.2025 .

Hata

Crpanuna: 1 u3 1




PEAEFAABHAAR CAVARBATIO H

B COEPE 3APABOOXFPAHEHMA

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

1 A2
ASOFY

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No coctoAHUo Ha 04.03.2026 14:51»

Opranu3anms, ITncbMma 00
JlaTa BHeceHHsI B IIpousBoguTeIH Homep Howmep, nata
. BBINTyCTHBILAS B n3bsThH JIC
AHC Toprosoe HanMeHOBaHHE (BBINY CKAIOIIHH Crpana CBefieHHsI 0 CTAIHSIX IPOH3BOJICTBA HopmaTHBHAs JOKyMeHTaLHsI T paKIaHCKHH cepHH, pa3pelieHHs: Ha (HOmep
b
Poc3gpaBHanzopa KOHTPOJIb) oBopor napTHH HJIII nata)
O0mecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTHI0 "O30H Dapm” (OO0 "O3zoH
®dypocemuy; Tabnetku 40 OO6mecTBO ¢ OrpaHUUEHHOMN ®apm"), Poccus (ITpousBoautens (rotoeoit JID)); O6mecTBO ¢
Mr 25 mT., yIakoBKH OTBETCTBEHHOCTHIO "O30H OrpaHUYEeHHOM O0TBeTCTBEHHOCTHI0 "O30H Dapm" (OO0 "O3zon Papm"), 000 "O30H
07.10.2025 SIUEMKOBbIE KOHTYpPHbIE ®apm” (OO0 "O30H Pocens Poccust (YnakoBmuKk/cacoBmUK (B IEPBUYHYIO YIAKOBKY)); O0mecTBo ¢ JIT-Ne(001270)-(PT-RU)-290922 DOAPM" 320925 )

(2), mauky KapTOHHBIE/ ~

Dapm")

OrpaHUYEeHHOM O0TBeTCTBEHHOCTHIO "O30H Dapm" (OO0 "O3zon Papm"),
Poccust (YnakoBmuK/bacoBmMUK (BTOPUYHASY/ TPETUYHAS YIIAKOBKA))




