MecTo Haxomaenua 000 «O3oH Ba pmn: 445043, Camapckans obn . [0, TonbATTH,
Q OZON MecTa ocywecTeneHna AnLeHaupyemol AeAtenwHocTH 000 «O30H Ba
CAPMALIESTAKA

34, 11, c1p.1. Ten.cor.: +79874599993, +7987745589994

Buconponon,

Tep. 033 NNT, marucrpans 3-, 34, 11, c7p.1.
pm»: Camapckan oba., r. 0. Ton bATTH, Tep. 033 NNT, marucrpans 3-8

Nuyenans MuHucrepcrsa MNpombiwneHnocTH 1 Toprosau P@ Ne 00176-1C

Ceptudukar kauectsa cepum Ne 1640 ot 10.07.2024

Tabnetkm nokpobitbie neHoYHOU 060n04KOoM 10 mr

Homep cepum
Aara Hauana nponzsoacTea
Konuuecrso

AHanua BbinonHeH no HOpMaTUBHOMY A0KYMEHTY

NPenapars, Aexapcreesnan Gopma, AoIMporKa

Perucrpaunontoe YRocToseperne JIM-N2(002413)-(Pr-RU)

060624
05.06.2024

117295 ynakosok
/iN-Ne(002413)-(Pr-RU)-260523

Haumerosarue noxazarens

Merog_kontpona

HopmaTusHoe sHaveHne

Peaynetar kontpons

Onucanue

BuayansHbii

Kpyrsie gsoakossinykabie TabneTku, NoKpbIThie
nAeHo4Ho# ofonoukoit 6enoro wam novrm 6enoro
ugeTa. Ha nonepevnom pazpese BMAHBI ABa CAOA —
aapo 6enoro unu noutk Genoro usera u nieHoYHas
obonouka.

Kpyrneie gsoskossinykabie Tabnerku,
NOKPLITEIE NABHO4HOK 060A04K0# Benoro
useta. Ha nonepeyHom paspese suaHbI ABa
€noA — aapa 6enoro UBETa U NARHOYHAA
obonoska.

MNognuHHoCTs

BOMX

Bpemena yaepmuBanua  nukos Guconponona w

$yMapoBoit KuCAOTLI Ha Xpomarorpamme ucnbITyemoro |

PacTeopa  AO/MHBI  COOTBETCTBOBATHL BpemeHam
YASPMWBAHMA nUKOB Buconponona u dymaposoii
KUCNOTEI Ha xpomarorpamme pacTeopa craHaaprHoro
obpasua (CO) 6Buconponona dymapata (pasaen
«KonnyecrsenHoe onpeseneHues),

Cootsetcrayer

PacTeopenue

[® PO, BIMX

He menee 75 % (Q) (CaaH331NO4)2%C4H,04 (6uconponona
dymapara) uepes 45 Mun.

88 %

Pogcteennble npumecu

BIWX
Npumecs K — ve Gonee 0,5 %.

Mpumecs G — e Gonee 0,5 %.

Mpumeck L - He Gonee 0,5 %.

Mpumecs A - we Gonee 0,3 %.

Npumecs E - ve Gonee 0,2 %,

EavHuuHan HEWABHTHOULMPOBaHHanA npumecr - He
bonee 0,2 %.

He oBHapymeHo
He o6Hapymena
0,07 %
0,11%
0,02 %

He o6HapymeHo

Cymma npumeceii — He Gonee 2,0 %. 0,2 %
OaHopogHocTh A03MpoBaHus [®P®, Cnocob 1. BIWMX
AV<15,0% 2,1%
Konuyectsennoe onpeaenerne BaXX
' O079,0 mr ao 11,0 mr (CisH31NO4)2%CeH404 9,70 mr
(6uconponona bymapara) 8 Tabnetxe.
Mukpobuonoruseckan wucrora: [® PO, Kareropus 3A
OBuwee 41cno aspobueix
MUKPOOPraHuamoe B 1 r; He Gonee 1-10° KOE/ r/mn; MeHee 1-10° KOE

Obuwee Y1cno AposOKesLIX 1
nAecHesbIX rpubos s 1r;
Escherichiacolis 1r.

He Gonee 1:102 KOE/ r/ma;
OTCYTCTBHE

MeHee 1-10* KOE
OTCyTCTBYET

Ynakoska

Na 10, 25, 30, 50 tabnetox B KOHTYPHYIO AYelikoByio
YN3KOBKY M3 nNAeHKW NOAMBUHUAXAOPMAHOH ubo
NABHKKW
nonuanunnmopuaﬂoﬁ/nomannunu.qenmapmnoﬁ “
donbrM anoMuHMeso NeYaTHOM NaKMPOBAHHOM.

Mau no 10, 25, 30, 50 TabNeTOK B KOHTYpHYIO
AYEHKOBYIO YNaKoBKy [1E} marepuana
KOMGMHMPOBaKHOrO Ha ocHoBe donern (TpexcaohiHei

MaTepran,  BRAYAKOWMI anlOMUHKesyIo  donbry,
nAeHKY "3 OpPHEHTHPOBAHHOrD noavammga,
NOAMBHHUAXNOPUAHYIO nnexky) " honbru

3NIOMUHHMEBON NEYATHOM aKMPOBaHHO,

1,23,4,5 6,7, 8 9 um 10 KOHTYPHBIX AYeHKOBLIX
YN3KOBOK BMECTe C MHCTPYKuMel no MeAUUMHCKoMY
NPUMEHEHNIO (ancTon-Brnagsiw) nomMewawnr s
KAPTOHHYIO yNaKosKy (nauiy).

30 Tabnerox B KOHTYPHOW . suelikosoii
YNAKOBKE M3 NABHKM NOAMBMHWUAXAOPUAHON
W GoABTM  amOMHHMEBOH  nesatHO!
NAKMPOBAHHON, s

1 KOHTYPHas aveiKOBan ynaKoBKa Bmecte c
MHCTPYKUMen no MEAMUNHCKOMY
NPAMEHRHUIO (MCTOK-BKAAABIL) NOMELEHDI
B K3APTOHHYIO yNaKoBKy (nauky).

Odopmneno: Masnosa O.1T.

Crpannua: 112




'y MecTo Haxowaenus 000 «O30H Papma: 445043, Camapckan 060, 1. 0. TonbatTy, Tep. 033 NNT, marucrpans 3-8, 34, 11, ap.1.
Q" OZO N MecTa OCyWeCTBARHMA AMUEH3NPYEMOi AeaTensHocTh 000 «O30H Gapma: Camapcran oba., 1. 0. Tonbatr, Tep. 033 MNNT, maructpans 3-a
SAPMALESTAGE 35 11 crp.l. Tea.cot.: +79874599993, +798774599994

Nuuenans Munuctepcrsa NpomeiwnerHocTH U Toprosau P@ Ne 00176-N1C

Ha kapToHHOW ynakoBxe (Nauke) yKasbiBaloT TOpProeoe
HaMMeHOBaHME NeKApPCTBEHRHOMD Npenapara (cosnasaet
C MEMAYHEPOAHBIM HENaTeHTOBaHHbLIM
HAWMEHOBAHWEM), HauMeHoBaHue AeparTens
PerMCTPauMOHHOrD YAOCTOBEPEHMA M HaUMEHOBaHWe
NPOM3BOAWTENA ANEKAPCTBEHHOrO npenaparta, ajpec
NPOM3IBOAWTENA NEKapCTBEHHOTO npenapara (cTpada,
0613CTh, rOpoA), aAPEC AEPMATENA PEruCTPALMOHHOMO
yaocToeepenua (cTpana) (ana naowasaxkm 000 «030k»),
HEMMEHOBaHHE Aepwarens PErUCTPALHUOHHOID
YOOCTOBEPEHWMA W HAMMEHOBAHWE NPOW3BOAUTENA
NeKapPCTBEHHOrO Mpenapara, agpec nNPOM3BOAMTENA
NeKkapcTBeHHOro  npenapata  (ctpana,  obnactb,
rOpOACKOW oKpyr), aapec Aepmatens
PErMCTPaUMOHHOrO  yAOCTOBEpEHWA (cTpaHa) (ans
naowaakn 000 «O30H Dapm»), INEKTPOHHBIA aapec
CaT  npou3BCAMTENA,  NEKApCTBEHHYID  dopmy,
AD3NPOBKY, KONMMECTBO TaBneTtok B  ynaxkoBke,
MHOOPMaLMKD O COCTaBe NEKapCTBEHHOrO npenaparta
(HaumeHoBaHMe ACHCTBYIOWEro Bewecrsa M ero
KONWMYECTBO, NEPEYEHb BCMOMOTATeNbHbIX BELLeCTs),
HOMEp  cepun  (BKAIMBIOWMIA  MecAl, W rog
NpPOM3BOACTEA), JaTY MCTEHEHWA CPOKA FOAHOCTH (TOAEH
AD: MECAL, W [rO4), YyCnoBua xpaHeswus, cnocob
NpUMEHEHNA: «[INA NpUeMa BHYTPbY», YCIOBMA OTNYCKA,
HOMEp PErucTPauMOHHOrO YAOCTOBEPEHMA, /IOrOTMN
npoussoauTens,  ¢apm-Kogd,  WTPHMXOBOH K04,
ABYMEPHbBIA LITPMXOBOH KOA C NOAHOW MAW Y4BCTUMHON
pacwndposkoll  MHGOPMALMM, COACPHMAWENCA B8
ABYMEDHOM LITPUXOBOM KOAE Wan 6e3 Hero, «CMOTPM
WHCTPYKUMIO NO MEAMLWHCKOMY NPUMEHEHMIO (NUCTOK-
BKN3AbIW)», «He NPUMEHATE NO MCTEYEHWW CpOKa
rOAHOCTWY, «XpaMuTh B HEAOCTYNHOM JAAAR AeTei
mecren,

[ononHMTensHO Ha KapTOHHOW ynakoBke (navke)
AybaupyeTca TOProsoe HAMMEHOBAHME W A03MPOBKA €
ucnone3osaHuem wpudta bpaiina.,

Mapkuposka Ha KOWTYpHOW AueiKoBOIt - ynakoske (6auctepe) | Ha  KOHTYpHOM — AYEMKOBOA  ynakoBke
YKa3bIBAKOT TOProBOE HAWMEHOBaHMEe nekapcreeHHoro | (Baucrepe) YKa3aHo: TOProece
npenapara (conaaaer C MEMAYHAPOAHLIM | HAWMEHOBAHWME /JEKAPCTBEHHOrO nNpenapata
HENaTeHTOBaHHEIM HAMMEHOBAHMEM), /NeKapcTeeHHyo | (cosnagaer c MEXAYHAPOAHbIM
¢opMy,  QO3MPOBKY, HAUMEHOBAHWE ABPMATENA | HENATEHTOBAHHLIM HanMeHOBaHWeMm),
PErUCTPALMOHHOID YAOCTOBEPEHUA W HAWMEHOBAHWE | /exapcTBeHHaA dopma, AOC3NPOBKA,
NPOM3BOAWTENR NEKIPCTBEHHOMD Npenapata, HOMEp | HaumeHOoBaHWe AepHaTens
cepun (BKNIOYAIOWMIA MECAL, M TOA NPOM3BOACTEA), AaTy | PErMCTPaLMOHHOTO yA0CTOBEPEHWA ]
WCTEYEHWA CPOKa rogHoCTH (Mecal 1 roa). HauMmeHoBaHWe npoussogMTenn

JIeKAPCTBEHHOMO Npenapara, Homep Cepuu
(BKAKOYAIOWMIA MECAL, M rOf NPOM3BOACTBA),
AaTa MCTEYEHMA CPOKa roAHOCTM (MEcay w
roa).

Ha kaproHHOW ynaxkoBke (nauke) ykasaxo:
TOProBOE HaWMCHOBAHWE JIEKAPCTBEHHOIO
npenaparta (COBNafaeT ¢ MemAayHapogHbim
HenaTeHTOBaHHLIM HaWMEHOBaHUEM),

HauMmeHoBaHKe AEpHaTtens
PErucTPALHOHHOTO YAOCTOBEPEHMA "
HaUMEHOBaHHE NPOM3BOAUTENR
NeKapCTBEHHOO npenapata, aapec

NPOM3BOAMTENA NEKapPCTBEHHOrO npenapara
(ctpana, obnacTe, rOpOACKOIA OKRPYr), agpec

Acpwarena PEerucTpPauMoHHOro
yAOCTOBEpEeHMA  (CTpaHa),  3NeKTPOHHbIA
agpec ] cair NpoK3BOAUTENA,
NeKapcTeeHHan dopma, AD3NpoBeKa,
KOAWUECTBO Tabnertox 8 YNaKoBKe,

WMHOOPMALMA © COCTaBe NEKaPCTBEHHOMO
npenapara (HaMMEHOBaHME ASWCTBYIOWEr0
BEWECTBA M €r0  KOAMMECTRO, MepeyeHb
BCMIOMOraTesbHbIX BELWECTB), HOMEp Ccepuu
(BKAOYAIOWNA MECAL, M ro4 NPOW3BOACTBA),
AAT3 UCTEYEHWA CPOKa rOAHOCTK (rofdeH 4o:
MECALU W rod), yCNnoBua XpaHewwus, cnocoh
npumMeHenma:  «[na npuema  BHYTPb»,
YCNOBHA OTNYCKa, HOMEP PErucTPaLMOHHOro
YAOCTOBEPEHWMA, NOrOTMN NPOW3IBOAMTENA,
$apmM-Ko4, WTPUXOBOM KOA, ABYMEpPHbIN
LUTPUXOBOM KO/, € HaCTWYHOWN paclundpOBKoM
WHHOPMALMM, COALCPHAUBHCA B ABYMEPHOM
wrpuxosom Koge, «CMOTPM MHCTPYKUMIO nio
MEAMLIMHCKOMY — NPUMEHEHMIO  (AWCToK-
BKAAALIW», «He NPUMEHATb NO WUCTEHeHWUM
CPOKa roAHOCTMR, «XpPaHUTh B HEAOCTYNHOM
ANA AETeiR MecTen.

AononHUTeNLHO HA RKAPTOHHGH Yynakoeke
(nayre) npoay6anposambl TOprosoe
HAaKMEHOBaHWe n A03KMpoBKa €
MCNonb3osaHuem wpudra bpanan,

CpoK rogHocTH

3 roga

loaen po: 05/2027

XpaHeHune

B 33WHMLLEHHOM DT CBETA MECTE MPK Temnepatype e soiwe 25 °C.

3akniouenue: cooTeercTsyet/ He cooTsercTeyet JIN-Ne(002413)-(Pr-RU)-260523

Odopmneno: [Nasnona O.T1,

(HeoBxoanmoe nog4yeprHyTs)

3am.HavanbHuKa OKK: M

/AHucumoBa D.A.

Crpannua: 2 w3 2




e Jluuersus Ne 00176-JIC

O GMP/EAEU/RU/01032-2023

O OZON

CAFMALIERTMKA

Ha BBIITYCK CEPHH JIEKAPCTBCHHOIO Npernapara B pealli3alHio

Paspemenue

3D.447(04)

Ne 1640 ot 10 mrons 2024 r.

HanmeHosanwe npenapata

bucomporon

MesktyHapoiHOE HenaTeHTOBAHHOS, WK IPYIIHPOBOYHOE,
WIH XMMHYECKOe HAHMEeHOBaHe

Buconponon

JlexapcrBenHas dopma

TabneTkn, NOKPLITLIE MIEHOYHOH 060I0TKOH

Ho3suposka 10 mr

Qopma BEITYCKa TabneTku, NOKpLITLIE MIEHOYHOK 060I0TKOM, 10 MT
(koHTYpHas AueiikoBas ynakoska) 30 x 1 (mauxa KapTOHHas)

Homep cepuu 060624

Konuuectso 117295 ynakonok

Hara nauana npou3soacTsa 09.06.2024

Cpox roaHoctn / Fonen no 3 roza/ 05/2027

HopMmatuBHas nokymeHTaima

JITI-Ne(002413)~(PT-RU)-260523

Cepruukar kadectsa cepun

1640 ot 10.07.2024

HaumenoBanue npoussonnTtens

000 «O3o0n Qapmy»

AJpec MpOH3BOAMTEA (BCE CTAIHH NPOH3BOACTBE, BKIIOYAs
BBITTYCKAIOIIHI KOHTPOJb KauecTna)

Camapekas o6u., r. 0. TomwarTy, Tep.- 033 [I1T, MarucTpaib
3-1,3n1. 11, c1p.1

PerncTpaumosHoe yroctosepene JUT-Ne(002413)-(PI-RU)
JaTa rocynapcTBeHHOMN perucTpauny 26.05.2023 r.
Hamnmenosanne aepkaTeis perucTpauoHHOro yaoctoseperns| 000 «ATomm
Paspemenne neficteATensHO 10 05/2027

KommenTapuu

[pusencunas peiue HH(pOPMALHS ABSETCH AoCToBEepHOH  TouHOH. Cepus nekapcrseHHOro fipenapara npousseaeHa (BKIOHAs YNAKOBKY
(MapkWpoBKY) W KOHTpPOAL Kagectsa) Ha NPOM3BOACTBEHHOH MAOIIANKE B MOTHOM COOTBETCTBHH C TpeGOBAHMAMHA JIHUeH3NH, [Ipasun
HRUICAAILCH MPOM3BOACTBCHHOM NDAKTHKH, PErMCTPAIMOHHOMO A0CEE. 3QmMCH 110 TPOH3BOACTBY, YNAKOBKE W KOHTPOMO KauecTsa
TPOBEPCHEL, H YCTAHOBIEHO HX COOTBETCTBHE TpeGoBamam [Tpasun HaamexanieH MPOH3BONCTBERHOMN NMPAKTHKH.

ITPOYKIINUA PA3SPEIIEHA K PEAJIU3ALINA

VYomnoMoueHHOE JIHAILO:

él/ﬂ,'a O Her

Anekcaniposuw/ 10.07.2024 r.
Hara

Crpanuua: | u3 1
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L CAVXKBA TI0 HAAZOPY
B COEPE 3APABOOXPAHEHUA

«CBefjeHNA, BHECEHHLIE B aBTOMaTU3N
rpaxaaHcKkuin obopoT cepuin, napTuii
Ha BBOJ B rpaxAaHckuin obopoT B Poccuitckoin de
npenapaTa, No COCTOAHMIO Ha 23.11.2024 11:29»

POBAHHYI0 MHPOPMaLMOHHYIO cucTeMy Poc3
NleKapcTBeHHbIX cpeacTs/ UK

fpaBHaA30pa nepep BBOAOM B
opmaLuA o BeAaHHbIX Poc3apasHaa3opom pazpelsennsx
AEPALMN CEPUM MM NAPTUU UMMYHOBMONOrNYECKOro NEKapPCTBEHHOrO

YNAKOBKH AUCAKOBBIE
KOHTYpHbie (1), maukn
KapTouusie/ ~

®apm” (000 "Oson
Dapm”)

Poceus (Y naxosumx/dacosmmx (8 NepBHYHYI0 ynakosky)); ObmecTso ¢
OTPaHHYEHHO OTBETCTBEHHOCTBIO "0k Gapm” (000 "Oson Dapm”),
Pocens (Vnakosumx/dacormmk (BTOpHYHAS/TPETHUHAS YNAKOBKa))

TaHHIAIHA, 1T
Mara succenns B Mponzsoaurens Op TR Homep Homep, nata - &.
BHIMYCTHBIIAA B HysaATHH JIC

AHC Toprosoe nanmenosanme (BBImyCKaOmmi Crpana Crejienna o cTaguax NPOH3BOACTSA Hopmarusuas noxymentauus B — CepHH, Pa3pemenns na (soseep,

P N 3

0c3Inpasnaglopa KOHTPONL) obopar NapTHH HIn nata)
Buconponon; taénerku. OBuiecTBO ¢ OrpaHHICHHOR OTHETCTBEHHOCTBIO (30K Dapm” (000
. MOKPHITHIE MICHOYHOR ObmecTso ¢ orpanHveHHO "Oson ®apm”), Poccus (Mpowssogutens (rotosof JI®)); O6mectso ¢

11.07.2024 obosoukoit 10 mr 30 wr., OTBETCTBEHHOCTHIO "O30H Piias OFPAaHHYEHHO# OTBETCTBEHHOCTHIO "O30H Gapm” (000 "Oson ®apm”), JIT1-Ne(0024 1 3)(PT-RU)-260523 000 "Osoi Dapu” 060624 R




