Mecro Haxoxagenna: 000 «030H», Poccus, 445351 Camapcran oba., r. Wurynesck, ya. Necoyxas, 4. 11
MecTa ocylsecTeneHna anueHsnpyemol gerrenstocti: 000 «O30ms, Poccus, 445351 Camapcuan 064, 1. 0, Muryaesck, r. uryaesck, ya.

- @ OZON

Tabnerxe,

CAMALESTHA  FuppacrpouTened, 4. 6; Ten, (B4862) 71-851, 71-853/56/57/58; bakc (84362) 341-09, 290-00
NuueHsus Munucrepcrsa NpombiwnesHocTy v Toprosau PO Ng 00072-1C
CeprudukaTt KauecTsa cepuu Ne 12570 ot 10.01.2023
MHpanamug, Tabnerku, NnoKpbITbIE NAeHOYHOM 060n04KoMH 2,5 mr
P o Gopma,
PerucrpaumoHHoe yaocrosepenne 1C-000528
Homep cepumn 181222
[arta Havana npoM3BOACTBa 17.12.2022
Koawuectso 234487 ynakosox
AHa/113 BLINOAHEH NO HOPM3TUBHOMY [OKYMEHTY NC-000528-251121
HaumeHoBsaHue nokasarens Meroa_xonrpons PesyabTar KOWTpPOAA
HopmaTuBHOE 3HaYeHue
Ontscas B S prmme ABORKOBLINYKALIE T&ERGTHM,
KREmmet ARORKOSUHIIING TG ST, HONPLITLE NOKPLITHIE NAeHOYHON oBoaoukoi Benoro
nnexo4Hol obonoukoit Genoro uam noytn 6enoro usera.
usera. Ha nonepeunom paspese sapo enoro
Ha nonepeyrom paspese agpo 6enoro uam nouty Benoro useTe
ugera. )
MognunHocTs BIWX
Bpems yaepruBaHua OCHOBHOTO NUKa Ha
XPOMATOrpamMme UCTIBITYEMOrO PACTBOPA AOMKHO Cooreercrayer
COOTBETCTBOBATL BPEMEHYW YAERMUBAHUA NUKA
WHAENaMIKAA H3 XPOMATOrPAMME PacTBOPa CTaHAAPTHOTO
obpasua (CO) unaanamuaa (pasgen «KonuvecrsenHoe
onpeaeneHnen).
Pacreopenve [@ PP, Yo-cnekrpodoTomerpusa
He meree 75% (Q) CisHisCIN3O3S (Haanamuaa) yepes 60 99 %
MUH
Pogcrsennsie npumecu B3MX
Npumecs 8 (4-»unop-N-{2-meTwn-1H-uHgon-1-unl-3-
cynudamounberzamus) — He Gonee 0,5 %. 0,002 %
4-xnop-3-cynsdamonunbeHaoitan Kucnora - ve Gonee 0,2% He oBHapyxeso
Eaunmiran HemaeHTMdULMPOBaHHanR npumecsk — He Bonee
01% He oBHapymexo
Cymma npumeced — He Gonee 1,0% 0,002 %
Ocratoutbie opranudeckue X
pacTsopuTent He Bosee 0,525 mr C;Hs0 (2-nponavona) B Tabaerxe. 0,098 mr
OpaHopogHOCTL A03MPOBaHKA (9 PO, BIHX
AVg15,0% 6,2%
KoawdecrsesHoe onpegenenue BIMX
012,25 a0 2,75 mr CeHysCIN;OsS (MHaanamupa) s 2,40 mr

Mukpobuonoruueckan yucrora
Ofwee 41cnc aspobubix
MUKPOOPraHWIMOB;

Ofwee 4Mcno AposoKessix u

['® PO, Kateropua 3 A,

He 6onee 1-108KOE/S r/mn;

Menee 1-10' KOE

naecHessix rpubos; He Sonee 1-102KOE/ r/mn; Menee 1-10'KOE

Escherichia coli. oreyrerave B 1 r/ma, OTCYTCTBYET

Ynakoska Mo 10, 30 TabneTox B KOHTYPHYIO A4YeiikoByio ynakosky u2 | Mo 30 Tabnetok B HOMTYDHOW A4erKoBol
MABHKM NOAUBUHWAXAODUAHOH Anbo NAEHKK | YNAKOBKE W3 NMAEHKK NOMMBUHUAXAODWAHON M
NOAUBUHKAXAOPUAHOH/NOAMBUHUAMARHXNOPUAHOH v | donbru 2NOMUHUEBOH nevaTHol
$OALIM 3NOMUHNEBONH NeYaTHOM NaKMPOBAHHOMN. NaKMpPOBaHHON.
War no 10, 30 Ttabnetok B HOWTYDHYIO AuelKOBYIO | 1 KOMTYPHaR AYEMKOBaRs YNAKOBKA BMECTE C
YNaKOBKY M3 MaTepuana KoMOMHWUPOBAHHOID Ha OCHOBE AHCTRYKUMEH NO MESULMHCKOMY NPUMEHEHMIO
Gonstu  (TpexcnoWHbIA  M3TepWan,  BKAKMNIIOWMA (mmcTok-BrABABIL] NOMEWEHE B K3PTOHHYK
2MOMUHKEBYIO QOALTY, NAGHKY W3 OPMEHTUPOBRHHOIO | YnaKoBy {mauxy).
NOMAMHAZ, NOAUBMHWIXNOPUAHYIO naeHky) u ¢onbrv
aMOMUKKEBOH NeYaTHOMN NAKMPOBAHHOM,
1,2,3,4,5, 6, 8 nnu 10 KOHTYDHbIX AYRHKOBLIX YNAKOBOK
BMECTE € MHCTRYKUMER NO MEAMUMHCKOMY NPUMEHEHMIO
(AMCTOR-BKAAABIL) NOMEWAKT B KAPTOHHYIO YNaKoBKY
{nauxy).

Mapxuposka Ha KoWTypHoi nueiikoBoit  ynakoske (GaucTepe) | Ha KOMTYpHO# RueiiKosoll ynaxoeke (Gnucrepe)

YKa3biBaiOT TOPrOBOE HAWMEHOBAWME NeKapCTBeHHOro

YHa3aHo! TOproBoe HauMeHOBaHKe

Odopmneno: Benosa H.C.

Crpanuna: [ #32




i)

Q O Mecro naxomaenus: 000 «Oaoun, Poccus, 445351 Camapexan obn., 1. Murynesck, ya. Necouras, 4, 11
ZO N MecTa oCyuecTeNeHWA HUeH3npyemai aertensHocmy: 000 «Q3om», Poccun, 445351 Camapckan o6, 1. 0. WuryAescr, 1. Muryaescy, ya.

SAFMAMEBTHRA  rynbacTpouTene, 4. 6; Ten, (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

Nuuensus MuHuctTepcTsa NpomoiwiaeHHocTH 1 Toprosaun PG Ne 00072-1C

npenaparta {cosnapaer c MENKAYHAPOAHBIM
HENATEHTOBAHHBIM HAWMEHOBAHWEM), /IEKAPCTBEHHYIO
dopmy,  DOSMPOBKY, HAMMEHOBaHME  Jepmarens
PETMCTPALMOHHOID YROCTOBEPEHMA W  HAMMEHOBAHWE
NpOMIBOAMTENR ANEKAPCTBEHHOTO Npenapara, HOMep
cepur (BRAKYIIOWMA MECAL W O NPOMIBOACTEA), Aary
WCTEMEHWA CPOKA FOAHOCTH (Mecal 1 roa).

Ha KapTOHHOM ynakoBke (nNauyxe] YKa3siBaT TOProgoe
HaUMEHOBaHMKe NeKapCTBEHHOTO npenapara {coBnaaaer ¢
MEMAYHAPOAHBIM HEMAaTEHTOBAHHLIM HaWMEBHOBAKMEM),
HaMMEHOBaHKE AEpHaTeNA PerucTPaUMoHHOTO
YAOCTOBEPEHMA ABKAPCTBEHHOTO Npenapara (cosnanaer ¢
HauMEHOBAHUEM NPOU3BOAMTENR), 3APEC NPOU3BOAUTENA
NeKapCTeEHHOro npenapata (coBnafaer ¢  ajpecom
AEPHATENA DErMCTPAUMOHHOTO YA0CTOBEpeHUA) (CcTpana,
oBnacte, ropoa) [(mns nnowagkm 000  «D30H»),
HaUuMEHOBaHHE [AEPHaTENA PErUCTPALMOHHOIO
YAOCTOBEPEHWA W  HEWMEHOBAHME  nNpoM3BoAMTEns
NEKAPCTBEHHOrO Npenapara, aApec npouasoAWTens
NeKapeTBeHHOro npenapara (cTpaxa, obnacts, ropoackoi
OKpyT), agpec BepwaTens PEeruCTPALMUOHHOTD
yaoctosepenna (ctpaxa) (ana naowgaxu 000 «Qsou
Dapm»), INEKTPOHHLIA agpec W caiT npowasoguTens,
nexapcrseHHylo  opmy,  AO3MPOBKY,  KONMNECTBO
Talnetok ©& ynaxoske, uHbOpMEUMIO © cocrase
NERapPCTBEHHOrO npenapara {HammeroBaHKe
DEWRCTBYIOWIEro BEleCTBa M ero KOMUMECTBO, NepeveHb
BCMOMOTETE/NIbHBIX BELLECTR), HOMED Cepuu (BRMOHZIOWMH
MECAL, M rOA NPOW3BOACTBA), MAATY WCTENEHWA CPOKa
FOOHOCTH (rogeH A0: MECAL W TO4), YCAOBMA XpaHeHus,
cnocof npumeHenus: «[lAA NPUEMA BHYTPbLY, yCaosua
OTAYCKa, HOMEp PerdCTPALUMOHHOIO YAOCTOBEpeHUs,
AOFOTWN NPOM3BOAMTENR, $APM-KOJ, ILITPUXOBOM KOA,
ABYMEpHLIA WTPUXOBOK KOA € NOAHOR MAK YacTuyHOMN
pacwubposkoi  muHbopmauuM,  cogepmalwenca 8
OBYMEDHOM LITPMXOBOM Koge wau Bes Hero, «CmoTpu
WHCTPYKUMIO MO MEAUUMHCKOMY NPUMEHEHWIO (AMCTOK-
srAageiw)», «He nNPUMEHATL MO WMCTEYSHUM CPOKa
roAHOCTHY, «XPaHnUTb B HEAOCTYNHOM ANA LETel MecTe»,
«uypeTuiecKoe CpeacTeo».

NexkapcTBeHHOro npenapata (coBnagaer ¢

MEMAYHAPOAHBIM HENATEHTOBAHHbIM
HaUMEHOBAHMEM), NeKapcTsexHas  dopma,
SOBUPOBHE,  HauMeHoBaHue  Jepmarens
PEervCTPaLMBHHOrO YAOCTOBEPEHMUA "
HaUMEHOBaHUE NpOM2BOAMTRNR

NeKapcTBeHHOrO npenaparta, HOMEp Cepuu
(sxmoualowWMit MBCAL, M rO4 NPOK3BOACTSa),
AATa UCTRYEHWA CPOKa roAHOCTH {MeCAL, v roa).
Ha xaprodHofi ynaxoske (navxe) ykassiBawT
TOProBOR = HAMMEHORAHWE  NEHAPCTBEHHOro
npenapara (COBNajasT € MeMAYHapoaHbiM
HENATeHTOBAHHLIM HanmeHoBaHKem),
HaUMEHOBAHME AERMATENA PErvCTRALMOHHOID
YAOCTOBEPEHWA AEHAPCTBEHHOro npenapara
(cosnagaer c HaUMeHOBaHMueM
npouasoguTens), agpec NpoOU3BOAMTENA
nexapcrseHkore npenapata  (cosnagaeT €
agpecom  Aepwarens PervcTPaLMOHHOro
yaocrosepenna) (crpava, ofnacte, ropog),
INEKTPOHHLIA aapec v CalT nPOM3BOAUTENSA,
flexapcreexHan dopma, LO3UPOBKE,
HOAMHECTBO vabneTok B YNaKoske,
AHOOPMALMA O COCTaBE  AEKapCTBeHHOro
npenapara (HauMeHOBaHMe LeWCTBYIOWeEro
BELUECTBE M Er0  KOAMMECTBO, NEepeveHs
BCNOMOraTe/IbHbIX  BELLECTB), HOMEp Cepuu
(BrawMalOWMA MeCAL, M rof NPOU3BOACTSA),
AST2 UCTEMEHWA CPOKa roAHoCTH (rogeH ao:
MECAL, W rOA), YCAOBMA XpaHeHws, cnocob
npumMeHenua: «NA NpUemMa BHYTPL®, YCAOSuS
oOTnyCKa, HOMED PEerUCTDALMOHHOIo
YAOCTOBEPEHMA,  NOTOTUN  NPOWU3BOAWTENR,
$apM-KOZ, ITPHUXOBOW KOpB,  ABYMEpHbI
WTPUXOBON KOM, € 4acTHMHON pacumdposKom
WHGOPMALIMKM, COACPHALBHCA B ABYMEPHOM
wrpuxosom Koae, «CMOTPH MHCTDYKUMIO NO
MEAULIMHCKOMY IPUMEHEHMIO {aucrok-
BKNaABIW)», «He npUMEeHATE MO MCTEYEeHWM
CpoKa rogHoCTH», «XPaHMTh B HEeAOCTYNHOM

fononnutentHo Ha KapTOHHOW  ynakoeke (nauke) | ans Aerei mecTen, «linypervdeckoe
Ay6nvpyetcs TOProsoe HaWMEHOBBHME W O03MPOBKE € | CPeACTBO®.
ucnons3osanKem wpndra Bpaiina. DononHuTeNsHO Ha  KApPTOHHOW  ynaxkoske
{nauxe) NpoAYBAMPOBaKbI Toprosoe
HAMMEHGBAHUE " A03upoBKa ¢ |
MCNONb308aHMeM WwpkdTa Bpaiing. !
Cpok rogHocTH 3roaa lopex ao:11/2025
XpaHeHue B 33UiMILEeHHOM OT CBETa MECTe NpY TemnepaType He sbiue 25 "C.

3awnoueHne: _cooTeerciayeT/ He cooTeercTayer Tpebosanmuam J1C-000528-251121
{HeobxoarMOR NOANEPRHYTS}

Odopmneno: Benosa H.C.

/’
HavanbHuk OKK:

/Kupununa N.0,

Crpaunua: 2 B3 2




Jlruensua Ne 00072-JIC
GMP/EAEU/RU/00098-2021

o
@ OZON

CAPMALIEBTHMKA

Ha BBIITYCK CEPHH JIEKAPCTBEHHOIO IIpeNapaTa B Pealli3allkio
(BBOJZ B rpaxmaHckuii 060poT)

Paspemenue

30.447(03)

Ne 12570 o 1001 9013 r.

Hawvenopanue npenapara

WUnnanamun

Mexaysaponnoe HeNATeHTOBAHHOS, WIH IPYIIHPOBOYHOE,
HWIIH XMME9ECKOe HAMMEHORAHNE

Wrnanamumg

Jlexapcreennan hopma TabneTKH, NOKPhITHIE MIEHOYHOR 0foNnoTKOM

Hosuposka 2,5mr

DopMa BRITYCKA TabneTkn, NOKpLITHE [WIEHOYHOM ofonouko#, 2,5 Mr

(xourypHas sqeifxopas ynaxoska) 30 x 1 (nauxa kapronHas)

| Homep cepun 181222

Komauectso 234487 ynakoBok

Jara Hauala NpoOM3IBOICTEA 17.12.2022

Cpox rommoctr / Togen no 3 ropa/ 11/2025

HopmarusHas NOKYMEHTALHSA JIC-000528-251121

Ceptuduxar KayecTsa 12570 ot 10.01.2023

HanmeHoBanue NPOMIBOMTENS 000 «O3o0m»

Allpec Tpon3BOXHMTENA (BCE CTAAMM NPOU3BOACTEA, BKIIOYAL
BBITYCKAOIHHA KOHTPOIL Ka4ecTsa)

Camapckas ofn., r.0. Kurynesck, r. Jurynesck,
yn. Puapoctpoureneit, 1. 6

Perucrpanponsoe ynocTosepenne JIC-000528
Jara rocyapeTBeHHON peracTpain 01.06.2010
HanmeHoBaHHe Nepxare/is PerHCTPaLMonHOTO yaocToseperns| OO0 «Osom»
Pazpemenne neficTBUTENLHO [0 11/2025

Kommerrapuu

Tpuseennas BhINE MHQOPMALMS RBAJETCH LOCTOBepHOM B Toumod. Cepus NIEKAPCTBEHHOrO NpENapara NpPOH3IBeHcHA (BKINOYaK
YHaKOBKY (MapKupOBKY) ¥ KOHIPOIB Ka4ecrsa) Ha NPOM3BOACTBCHHOW ILTOMBJKE B TIONHOM COOTBETCTBAM C TpefoBanUAMH IHUCHIHK,
lpasen sayexawedl NpOMIBOACTREHHON NPAKTHRI, PErHCTPALMOHHOIO JOCkE, 3aMMCH MO NPOM3BOACTRY, YIIAKOBKE H KOHTPOIIO Ka4ecTBa
TPOBEPEHE!, ¥ YCTAHOB/ICHO HX cooTeeTcTBHe Tpebonanuam ITpasun Haanexamel NpORIBOACTEEHRON NPAKTHEM.

K BBOZIY B I'PAXJIAHCKHI OBOPOT PA3PEIIIEHO

VIIOMHOMOYEHHOS JTHO:

¥7a

o Her

/{féﬂm“(%/ Visruesa Eneua Buamumupopsa/ 10 01 200 1,

nogmes 77

OUO

Hara

Crpanpna: 1 n3 1




PEAEPAABHAR CAVKEA 1O HAA3OPY
B COEPE 3APABOOXPAHEHMA

«CBefileHnA o BBOJE B rpaxaaHckunin obopot B Poccuitckon depepauum
NeKapCTBEHHbIX CPeaCcTB Mo cocToAHWUIO Ha 08.04.2023 09:36»

Opraausaums,
JlaTa BHecenus B Ipouseoaurens Homep Homep, nata
AHC ToproBoe HaHMeHOBaHHe (BBIMYCKAOIMHA Crpana Oum%nm—”.wu.u“h o mﬂﬂﬁ”““:-,”uun u_. D n:“amu CePHH, paspenieHus Ha
Pocappaenanzopa KOHTPOJIB) PO oy e P obegor NAPTHH HII
Hupanamuj; Tabaetku,
MOKPHITHE [UIEHOYHOM Obmectro ¢ Nﬂumu“ﬂhc "
10012023 obasowxolt 13 Wmy, | orpemreesol Poccus | oTeercraenmocTsio JIC-000528-251121 | 00O Oson 181222 | -
YTNaKOBKH SeHKOBbIE OTBETCTBEHHOCTBIO "Os0m" (000 "Os0k")
KOHTYpHHe (1), nauku "Os0n" (000 "O30H") Poccus !
KapToHHbie/ ~




