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@ OZON 34. 11, c1p.1. Ten.cor.: 479874599993, 4798774599994

Mecro waxomaenun 000 «O30n Dapm»: 445043, Camapckan 064, 1. 0. ToabATTH, Tep. 033 NNT, maructpans 3-8, 34, 11, crp. 1.
Mecra ocywectsaeHna aMueHsupyemon aestensHoct 000 «O30H Gapmn: Camapckas oba., 1. 0. ToasaTTH, Tep. 033 MNMT, marucrpans 3-8

SAPMAUEBTAKA

Nuuenana Muxucrepcrsa MpombinesHocTi u Toprosau P® Ne /1012-00102-77/00010683

Ceptudurar kauecrsa cepum Ne 4333 o7 29,10.2025

Buconponon, TabneTku NOKPbITbIe NAeHOYHOM 06on0uKoM 10 mr

Homep cepum
[fara Hauana npouasoacTsa
Konuuecrao

AHANM3 BLINONHEH N0 HOPMATUBHOMY LOKYMEHTY

Taprosoe anue p 0 Npenap

, NEKapCTEEHMHAA HOPMA, AOIKPOSKS

PerucTpayuonHoe yaocroseperue JM-Ne{002413)-(Pr-RU)

291025
11.10.2025

58 080 ynakosok
/IN-Ne(002413)-(Pr-RU)-260523

HaumeHosaHue nokasarens

Meroa KoHTpoAA

HopmaTuBHOe 3HayeHue

PesynbTar KoHTpONA

(6uconponona pymapara) 8 Tabnerxe.

Onucanue BusyanbHpiid
' Kpyrasie ABOAKOBbLINYK/bIE TABAETKM, NOKPLITBIE Kpyrnbie 4sosKoBbINyK/bIe TabneTku,
naeHoyHon 060n04K0IA Benoro unu noutu Genoro NOKPbITbIE NAEHOYHOM 06onoukoit Benoro
useTa. Ha nonepe4yHom paspese suaHbl 48a CHOA — ugera. Ha nonepeyHom paspese BUAHL! ABa
aapo Benoro uam noyty 6enoro uBeTa U NACHOYHAR cnos —aapo 6enoro UBeTa U NAGHOYHAA
o6onoyka. 060a04Ka,
NoanuHHOCTL BIHKX
BpemeHa yaepmusaHuAa nuxkoe Guconposona
$yMapOBOA KMCAOTBI HA XPOMATOrPaMME UCTILITYEMOTD
pacTeopa  AOMMHel  COOTBRTCTBOBaTh  BPEMEHam CooTsetcrayer
yAepxuBanua nukos OGuconponona u  dymaposoit
KWCAOTbI Ha XpOMAaTOrpaMMme pacTeopa CTaHA3pTHOrO
ofipasuya (CO) Guconponona ¢ymapara (pasgen
«KonuyecTseHHoe onpeagneduen),
Pacreopesxue [®PD, BIMX
He menee 75 % (Q) (C1aH31NO4)2xCaH404 (Buconponona 95 %
bymapara) 4epes 45 muH.
PogcrBenHbie NpUMECH BIMX
Npumecs K — He Boaee 0,5 %. He o6HapymeHo
MNpumecs G ~ He Bonee 0,5 %. He o6HapyxeHo
Npumecs L — He Bonee 0,5 %. He ofxapyse+o
Mpumecs A~ He Gonee 0,3 %. 0,03 %
Mpumecs E - ve 6onee 0,2 %. He obHapyweHo
EAMHWYHAR HEeWASHTUDUUMPOBAHHEA npuUMecs — He
Gonee 0,2 %. He oBHapymeHo
Cymma npumeceit — He Gonee 2,0 %. 0,03 %
OpHOPOAHOCTL A03WPOBaHMA [P P®, Cnocob 1. BIKX
AV<15,0% 1,8%
KonuusecrsenHoe onpegenexmne BIMX
0719,0 mr 5o 11,0 mr (CiaHaaNO ) 2xCeHs0, 10,12 mr

MukpoBuonoruueckas yrcrora:
Obuiee Yyueno aspobHeix
MUKpOOpTraHuamoB B 1r;
OBLE. YHCNO APOHMEBLIX M

[ PO, Kaveropus 3A

He 6onee 1-10° KOE/ r/mn;

Menee 110! KOE

nnecHessix rpubos s 11; He Gonee 1-10% KOE/ r/mn; Meree 1-10* KOE
Escherichiacolis 1. OTCYTCTBME OTCYTCTBYET
Ynakoska Mo 10, 25, 30, 50 Tabnerok 8 KoHTYpHylo Rueiikosyio | Mo 30 Tabnetok B KOWTYPHOH A4ElHKOBOMN
YN3KOBRY M3 MAGHKM NONMBUHWAXNOPUAHOW /ANMGO | yNaKOBKE M3 NAGHKM NOAMBUHUAXNCDMAHOI
nAEHKM W $osbIM  ANOMUHWEBOM  NevaTHOM
NOAUBHHUNXNOPUAHON/NONMBUHUINACHXNOPUAHON W | NaKMpPOBAHHOM.
$oNLIM ANOMUHUEBOW NEYATHOW NAKUPOBAHHON. 2 KOHTYPHbIE AYEWKOBbLIE YNaKOBKM BMECTE ¢
Mam no 10, 25, 30, 50 Tabnetok B KOWTYPHYIO | WUHCTPYKUMeH no MEANLMHCKOMY
ANEHKOBYIO YNaKoBKy u3 Matepuana | NPUMEHEHWIO (MCTOK-BKAZALIL) NOMELLeHbI
KOMEUHWPOBAHHOTO Ha OCHOBE ONLIM (TPEXCNOMHBIR | B KAPTOHHYIO YNaKoBKy (nauky).
MaTepuas, BKMIOHAIOWMH  a/MIOMMHUEBYIO  Gonbry,
NAGHKY u3 OPHUEHTUPOBAHHOIO noauamuaa,
NONUBUHUAXAOPUAHYIO nAeHKy) 7 doneru
ANOMUHUEBOM MEYaTHOW aKMPOBAHHOM.
1,2,3,4,5 6,7, 8 9 vwim 10 KOHTYPHbIX AYEHKOBbIX
YNAKOBOK BMECTE C WHCTPYKUMEH No MeauLMHCKoMY
NPUMEHEHWIO  (AMCTOR-BKN3AbIW)  nOMewawT B8
KapPTOHHYIO YNAKOBKY (naury).
Mapkuposka Ha woHTypHO# AveiikoBOld ynakoske (6auctepe) | Ha  koWTypHoli  muelikoBOW  ynakoske
YKa3biBAOT TOProBOE HAUMEHOBaHWE nexapcreeHHoro | (Baucrepe) yKa3aHs: Toprosoe

npenapara (cosnagaer r MEMAYHAPOAHBIM

HauMeHOBaHME /IeKapCTBEHHOrO npenapara

Odopmneno: Benora H.C.

Crpanuua: 1 13 2




3 f) Mecro Haxomaenus 000

«030H Gapmy: 445043, Camapcxan 064, 1. 0. TONBATTH, TED. 033 NNT, marucrpant 3-8, 34, L1, CTP. L.

MecTa OCYWECTBNBHUA NHUEH3UPYEMOR AEATENLHOCTH 000 «030H dapmn: Camapekan oba., r. 0. TonsatTy, Tep. 033 MAT, marucrpans 3-a

Q OZON ag. 11, crp.1. Ten.cotm.: +79874599993, +798774599394

SAPMALERTWRA

Nuuensua Munuctepcrsa MPOMBILINGHHOCTI W TOProBAK P® Ne /1012-00102-77/00010683

HEeNATEHTOBAHHLIM HaWMEHOBAHMEM), NEKApPCTBEHHYIO
bopMy, AO3UPOBKY, HAUMEHOBaHWE  AGPKATENR
PErMCTPALMOHHOND YACCTOBEPEHMA W HAUMEHOoBaHue
NPOW3IBOAWTENA NEKapCTBEHHOTO npenapara, Homep
cepui (BRNIOHAIOWMHA MECAL, U TO4 NPOW3BOACTBA), AaTy
MCTEYEHUA CPOKa FOAHOCTH (Mecal 1 roa).

Ha kaprolHo# ynakoexe (nadke) yxa3ssiBaloT TOprosoe
HaWMEHOBAHWE NeKaPCTBEHHOrG Npenapara (cosnagaer
¢ MEeMAYHapOAHbIM HENaTeHTOBAHHBIM
HaUMEHOBaHUEM), HaUMEHOBaHKe AepwaTens
DErucCTPaUMOHHOrD YAOCTOBEPEHWMA W HaumeHoBaHue
NPOM3BOAWTENA NEKapCTBEHHOrO npenapara, agpec
NPOW3BOAMTENA NEKapCTBEHHOrO npenapata (cTpawa,
obnactb, ropoa), aApec AepIKaTens PerncTpaunoHHoOro
yaocrosepenua (cTpada) (ana naowaaku 000 «O30Hy),
HaUMEHOBaHNe aepwarens PervCTPaLMOHHOMO
YAOCTOBEPEHUA M H3AUMEHOBAHWE MpPOM3BOAWTENA
NeKapCTBEHHOTO NpenapaTta, agpec npou3soauTens
nekapcTeeHHoro  npenapata  (cTpada,  ofnact,
rOpPOACKOH QKpYT), aapec AepHaTens
perncTpauMoHHoro  yaocrosepenua  (cTpama)  (anA
nnowaaxu 000 «O30H Gapm»), 3NEKTPOHHLIA 3APeC U
caliT  nNpouM3BOAMTENR,  NeKapcrseHylo  GopMy,
[O3UPOBRY, Koaudecteo TaG/eTOK B YNaKoBKe,
MHPOPMALMIO O COCTase /NeHapCTBEHHOrO npenaparta
(HaumeHoBaHMe AeliCTBYrOLIEro Bewiectsa W ero
KOAMYECTBO, NepeyeHb BCNOMOraTeNbHLIX BeLecTs),
HOMep cepuu  (BKAKOM3OWMA  Mecaly W TOA
NPOM3BOACTBA), ATy MCTEHEHWA CPOKA FOAHOCTH (roAeH
[0: MecAl W T[OA), YCNOBWA XpaHeHua, cnocob
nprmeHeHna: «lna npuema BHYTDbY, YCNOBUA OTNYCKA,
HOMEp PEerucTPaLMOHHOTO YAOCTOBEPEHWA, A0TaTHN
npoussoguTens,  dapm-kos,  LWTPUXOBOR  KOA
ABYMEpHBIN LITPUXOBOW KOA C NOAHOW MAK YaCTUYHOM
pacumdposkoit  Unbopmauuu, COAepKAWEHcs B
ABYMEPHOM WTPHXOBOM KoAe mau Bes Hero, «CMoTpu
MHCTPYKUMIO N0 MEAULMHCKOMY NPUMEHEHMIO (ANCTOK-

BKAaAbIW)», «HE NPUMEHATE MO WCTE4EHWW CPOKa
rOAHOCTMY, «XpaHWTb B HEAOCTYNHOM AR  AeTeil
mecren,

[ONONHWTENLHO Ha KapTOHHOM ynakoexke (nauke)
Ay6AMpYETCA TOProBOE HAUMEHOBAHME W AO3MPOBKA C
ucnonb3osanem wpubra Bpaiina.

{cosnapaer ¢ MEMAYHAPOAHBIM
HEeNaTeHTOBaHHbIM HauMeHoBaHWeM),
AeKapcTBeHHan dopma, A03NPOBKA,
HauMEHOBaHKe DEpWATENR
PEruCTPALNGHHOIO YAOCTOBEPEHUA 7
HaumeHoBaHue Npou3BoANTEAA

NeKapcTeeHHOro npenapata, HOMep cepuu
{BXMOuAIOWMIE MECAL, W rOA NPOM3BOACTBA),
AATa WCTEYEHMA CPOKa TOAHOCTM (MecAy W
roal.

Ha xaproHHOi ynakoske (nauke) yka3abi
TOProBO® HAWMEHOBAHWE /NEKAPCTBEHHOTO
npenapara {coBnajaer ¢ MEWRAYHAPOAHLIM

HEnaTeHTOBaHHbBIM HauMeHOBaHWeMm),
HaumeHoBaHue Aepwarens
PeruCTPaLMoHKOro YAOCTOBEPEHUA “
HanmeHoBaHKe NPOU3BOAUTENR
NexapCTBEHHOro npenapara, agpec

NPOKIBOAUTENA NIEKAPCTBEHHOTC Npenapata
{cTpana, obnactb, ropoacKoi OKpyr), aapec

Aepwarena PErucTpauMuoHHOro
yaocTosepenus  (CTPaHa),  3NexTPOHHbIA
agpec n caur Npou3BOAMTENA,
NeKapcTBeHHas dopma, A03UPOBKA,
Konmyecteo  Tabnerox B YNaKoBKe,

WHOOPMEUMA O COCTase /NeHapCTBEHHOro
npenapata (HaumeHoBaHue AelicTeYIOWEro
BOWECTBa M Ef0  KOAMYeCTBO, nepeveHb
BCMIOMOTaTENbHBIX BEWECTB), HOMEp Cepuu
(BRAOYAOUMIA MECAL, U TOA NPON3BOACTEA),
[laTa UCTEYEHWA CPOKA roAHOCTH (rogeH ao:
MECALL W rog), YCIOBWMA XpaHenusa, cnocob
npumesHeHua:  «flnR nNpuema  BHYTPbY,
YCNOBMA OTNYCK3, HOMEP PeruCTPaLMOHHOM
YAOCTOBEPEHMA, NIOFOTMR  NPOU3BOAMTENR,
$apm-KoA, WTPUXOBOW KO, ABYMEPHbIH
WITPMXOBOH KOA ¢ HACTUYHOW pacimndpoBKoi
MHPOPMALUM, COAEPHALEHCH B ABYMEDHOM
WTPUXOBOM KoAe, «CMOTPU UHCTRYKUMIO NO
MEAMLMHCKOMY — TIPUMEHEHWIO  (AMCTOK-
BKAaAbiw)», «He nNpUMEHATb NO WUCTEYeHMM
CPOKa rogHOCTHY, «XPaHWUTL B HEAOCTYNHOM
DARA JETEH mecTen,

[ONOAHUTENLHO Ha KapTOHHOW YRakoBKe
(nayke) npoay6auposaHs TOprosoe
HanMeHoBaHue ) A03MPOBKE c
vcnons3osanmuem wprdra bpaina.

CpoK rofHOCTH

3roaa

Fopen ao: 09/2028

XpaHeHue

B 33UMLLEHHOM OT CBETAa MECTE Npu TeMNepaType He Boile 25 °C.

3aknioMeHWe: COOTBETCTBYET/ He COOTBETCTBYET NM-Ne2(002413)-(Pr-RU)-260523

{HeoBbxoauMOe NOJHEPKHYTH)

Odiopmneno: Benora H.C.

HavanbHur OKK: -

/Kyauna O.H.

Crpanuua: 2 w3 2




@ OZON

TAPMALEBTHKA

Jlanensus Ne JI012-00102-77/00010683
GMP/EAEU/RU/01032-2023

Ha BBIITYCK CEepHHM JIEKAPCTBEHHOT'O NpeNapara B Peaii3alifio

Paspewmenne

3.447(04)

Ne 4333 ot 29 okta0ps 2025 1.

Hawumenosanue npenapara

Buconponon

Mex IyHaponHOe HeNaTeHTOBAHHOS, WIH IPYIIHPOBOYHOE,
HIIH XMMHYCCKOE HAUMEHOBAHHE

buconponon

JlexapcTBennas opma

TabnerkH, NOKpbIThIE MWICHOTHON 060T0UKOH

Hosuposka

10 mr

®opmMa BBITYCKa

Tabnerku, nOKpeITEE IWIEHOYHOMH oBooukoif, 10 Mr
(KoHTYpHas A4edkoBas ynakoska) 30 x 2 (rauka KapToHHAs)

Homep cepuu

291025

Konnuectso

58 080 ymaxoBok

Hata navana NpoH3IBoACTBa

11.10.2025

Cpok roauocti / lozteH 1o

3 ropa/ 09/2028

HopmartusHas noxyMeHTaims

JII-Ne(002413)-(PI'-RU)-260523

CepTuhHKaT Ka4ecTBa CepUU

4333 01 29.10.2025

HaumeHoBan1e MpOM3BOAHTEIS

000 «O30u Papm»

Agpec pou3BOAMTENs (BCE CTAHKM IPOH3IBOACTRA, BKIHOYAS
BBIITY CKAKOIHH KOHTPOJIb Ka4ecTsa)

Camapckas 061, T. 0. TomssrTy, Tep. 033 ITIIT, MarucTpais
31,30 11, c1p.]

Peructpaimonsoe ynocrosepenne JITI-Ne(002413)-(PT-RU)
Hata rocyrapcTBEHHOM perucTpaiHu 26.05.2023 r.
HaumeHoBaHHe [epiarelis perucTpaunonHoro yaocrosepenus, OO0 «ATtomm
Paspermenne feHCTBATENBHO 10 09/2028

KommenTapuu

[pusesennan seitne uHbOPMALMS ABNSETCA JOCTOBEPHON M TOUHOM.

Cepus neKapcTBEHHOTO MPEeNapara NPOHIBEIcHa (BKII0YaA YIIAKOBKY

(MapKAPOBKY} W KOHIPOIL Ka4€CTBA) Ha NMPOM3BOACTBEHHON IUIOWAUKE B NOAHOM COOTBETCTBMM ¢ TpeBopamusmu nuuchsuu, [Tpammn
HAANeKAEH NPOHIBONCTBEHNON NPAKTHKH, PErHCTPAIMOHHOIC MOCBe. 3aNWCH [0 TPOM3BOACTBY, YNAKOBKE W KOHTPOMO KA4ecTBa
TIPOBEPEHBI, H YCTAHOBIEHO HX COOTBETCTBHE TpebosanusM [Ipapui HAUIEKAUIEH TPOUIBOICTREHHON NPAKTHKM.

[TPOAYKLIMA PA3PEILEHA K PEAJTM3ALINA

YNONHOMOYEHHOE JIHIO:

©HO

/

E(I[a [J Her

‘/ Baxxenun Branumup Anekcannpoeuy/ 29.10.2025 r.
Tara

Crpanuna: 1 us 1




PEAEPAALHAR CAYXEA N0 HAA30PY
B COEPE 3APABOOXPAHEHMA

«CBefieHUA, BHECEHHbIe B aBTOMaTU31POBaHH
rpaxAaHcKkunin oBopoT cepwii, NapTuin nekapcTt
Ha BBOA B rpaxgaHckuit odbopot B Poccuinckoin de
npenapara, no coctoAaHuio Ha 30.01.2026 18:51»

BEHHbIX cpeacTe/ MHgopma

Y10 MH(pOpMaLMOHHYIO cucTeMy PocsgpaBHaasopa nepes BBO/OM B
UWA 0 BeIJaHHbIX PoC3apaBHaA30pOM pa3pelweHmnax
AEPALMMN CEPUN NN NapTUN UMMYHOBMONOrM4ECKOro NeKapcTBEHHOrO

KOHTYpHBIE (2), NaukH
KapTOHHBIE, ~

Dapm™)

OFPAHMNCHHOR OTBETCTBEHHOC Thio "Ohon apm™ (000 "Oson Gapm”™),
Pocena (Y nakoswni/acosiumk (BTOPHUHAS/TPETHUHAA YNAKOBKA))

Opran s .
Jlara suecennn B lposssoaurens ..r.__u_ 2“‘”.—_....“.- Homep Homep, gara :m.”.“v-“_—....._ﬂmﬁ
AHC Toprogoe nanmenosanme (BB CKAOWM it Crpana Crenenns o cragusx npoussoacTsa Hopmarmusnas noxymenrauns _.ﬁuwghnzn::a CepHH, paspemenns na :..”.so_u
Pocanpasnamopa KOHTPOIB) THH Hian B
11 JET po. oBapor nap R
Buconposon: tabnerkm, OBuiecTBO ¢ Orpannuentoil 0TBeTCTBENNOCTLI "Oon Dapa” (000
po pa P
NOKPHTHE NACHOUHOR O0wecTBo ¢ orpannyenHon "Oson @apm”), Pocena (Mpomasoantens (rotosoi JId)): Obwectso ¢
woukoit 10 mr 30 wr., OTBETCTBEHHOCTBIO “O30H OFPAHMYEHHOR OTBETCTBEHHOCTHI0 "Oson Dapm” (000 "Oson Gapm™), H = < 000 "030H =
29.10.2025 % & Pocci & JIN-Ne{ 002413 T-RU)-260523 . 291025
YNAKOBEH SYEAKOBbE ®apm” (000 "Oson L Pocena (Y nakoswm/thacosumx (8 NEPBHYHYIO ynakoeky)): Obmectso ¢ v MO02A13)-(P F DAPM"




