Jlrmenans Ne 00176-JIC
@@ GMP/EAEU/RU/01032-2023

@ OZON : Paspemenne

CAPMALEBTINKA Ha BHIMYCK CEPHH JIEKAPCTBEHHOTO NIPeNapaTa B PEATH3ALIHIO

3D.447(04)

Ne 1557 o 03 prosiss 2024 1.

Hammenopanvie npenapara Buconponon
Mexayraponsoe HENaTeHTOBAHHOE, IIH TPy NIIMPOBOYHOS, Buconpoxon
WIH XAMITECKOE HAMMEHOBAH HE _
Jlexapcraenuan gopma TabneTsu, NOKpHITEE IEROTHON o6onouxoit
Jlo3npoBka ) 10 M
$opMa BrIyCKa ' + | Ta6ners, TNOKPEITEIE eHo' oM ofonouxoii, 10 Mr
, . ) (kOBTYpHax Aueiikopas ynakoska) 30 x 1 (nayka KapTOHHan)
Howmep cepym ) - 030624
Konmnyectro - 115800 ynaxosox
Jlara navarna npomseoncTsa 07.06.2024
Cpok rognoctu / T'ogen go ) . 1 3 ropal 0542027 -
Hopmarusras gokymenTamin J]]’I-Ns(0024I3)-(Pl"~_RU)-260523
Ceprrtukar kavectsa cepum 1557 o1 03,07.2024
Haumenosamie npomsogurens | OO0 «O30m Dapm»
Azpec npomzBonuTENA (BCE CTAIFH IPOA3BOACTEA, BKIIOYAX Camapcxasn o6, 1. 0, Tomesatry, Tep. 033 ITIT, Maructpans
BENTYCKaKOmMil KORTPOIIL XayecTna) 3-3,30. 11, c1p.] ’
Perucrparmonnoe YROCTOBEpEHHE ‘ JIII-Ne(002413)-(PT-RU)
Mlara rocy xapcrsennol perncipatgm 26.05.2023T.
Haumerosarue zepsxarena PeriCTpAUNOHROTO YhocTopepenrs | 000 «ATomm
Paspemctme aefictauTenstio o 05/2027
Kommenrapun ——

TIpuseneruan spmue HudopMaLus asnsercy Aoctonepiof] w To'moit. Cepua nerapoTaermore TPSTApaTa NpowizeRena (pKmoyas YNaKoBKy
(MapxsTpOBKY) M KoNTpONE KEYECTBA) HA NPOMIBOACTICHHON MNOMANKE B MOMHOM COOTVCTCTONH ¢ TpeGoBaHMAMH Murcismy, Tlpapun
Hamnexameii mpoussoncToeHEol TPAKTIRY, PeruCIpALMOHHOr0 HoChe. JanmucH mo TIPOH3BOAGTEY, YNAKOBKE W KOHTPONIO KawecTBa
TPOBEPCREL, W YCTAHOB/CHO HX COOTBETCTRME TpeBoRamHaM Ipanun nannesxawei npomsnoncTeentol IPAKTHKH,

.

TTPOAYKLISA PA3PENIEHA K PEATT3AIIAN | | ﬂﬁ/ﬂa O] Her

Y IoMHOMO9EHHOE JHIIo:

Crparmua: 1 uz 1




¢ OZON

CAFMAUEDTIA

Mecro HaxongeHua 000 «Q3cH ®apma;
MecTa ocywecrsrenun ANHUEHINPYeMOid geaTenbHocT 000 «O3oH @apmn; Camapcan o6a,,
30,13, erp.1. Ten.cor.: +79874598993, 4798774500954

445043, Camapckan oBa., . 0. ToabRTTH, Tep. 033 [NT, maruerpans 3-7, 34, 11, crp.1.

I. . ToAbLATTH, Tep. 033 NAT, marverpans 3-8

Nuuenskn Munnctepersa NpomsiwnenHoo u Toprasau PO Ne 00176-AiC

Ceprndurar kavecrsa cepuu Ne 1557 or 03.07.2024

Buconponon, Tabnerku NOKPbIThbIE NNEHOYHOI 06010uKO0I 10 mr

Homep cepuu
[aTa Havana npouaBoAcTea
Konuvectao

AHanua BeinonHer NQ HOPMATHEHOMY ACKYMeHTY

EHQBAHD Nanzp D

PEYREH AN Gopmd,

AOIPORKE

PeructpalyonHoe yaoctosepeHme AIr1-N2(002413)-{Pr-RU)

030624
+ 07,06.2024

115800 ynaxosok
JIN-Ne(002413)-(Pr-RU)-260523

Eaunnan HeMACHTMPULHPOBaHHaR npumecs — Ha
Gonee 0,2 %.

Haumexosanue nokasarenn Meroa_kourpans PesyastaT koHTRONA
"HopMaTHBHOE 3HaYeHue
Onucanue Buavanoumig ' . ]
' Kpyrasie ABOARASLIYHALIE TaBAeThiv, NoKpLITLIE Kpyravie geosxosbimykasie TabaeTiu,
naeHovHo#t o6ondukoli Genoro waw noyry Gesora NOKPbITBIE NAEGHOUNOH 0BvnoYKO# Genoro
.ipera, Ha nonepeuHom paapese esahbl ABa cnon— uoeta, Ha nonepevtom paspese Buanbie Apa
AARo Genoro uak noytH Senoro UBETa 1 NASHOMHaR DA ~ Aapo Genoro UBeTa U nAeHo Y Han
obonovxa. obonouka.
MNoanuKHocTb BIHX
BpemeHa ygepmMBaHMR  nuKea 6uconponona u
$YMAPOBOI KHCAOTEI HA XPOMaTOrpamMme HCTbyeMoro
PaCIiopa  fOAMHEl  COOTSETCTEORATH  EpemeHam Coovaercreyer
YASPHVBAHNA nUKOB GWconponona u ¢ymaposoit
HUCAOTEI Ha XPOMATOrpaMMe pacTeopa CTEHA2PTROTD
obpaaua  (CO) Buconposona dymapata (pazgen
«KoauyectaenHoe onpeaeneHuen),
" Pactaopenue ['D PO, BINK .
He metee 75 9% {Q) (C5HNOs}2xCeHo04 {(Sconpanona 52 %
. dymapara} uepea 45 mun,
PopcraeHHbie npumecy BIMX
. Npumecs K—ne Gonea 0,5 %, He obHapymeHo
Npumecs G — ne Gosee 0,5 %, He o6Hapyieno
Npumecs L ~we Gonee 0,5 %, He oGHapymeno
Npimect A—He Gonee 0,3 %. He obnapymeno
Npumeck E— e Sopee 0,2 %,

He 06Hapyxeno

He oGnapymeno

Cymma npumaceli —He Gonee 2,0 %, He oGHapysetio
OaHopagHocTs AD3HPOBAHUA [® Pd, Cnocof 1. BIMX
AVs15,0% 2,83%
Ronuuectaenmoe onpegenchine BOHX
- O15,0Mr g0 11,0 Mmr {CazHa;1NO.) 2% C4Ha 04 9,90 mr
(6uconponona dymapara) B Tabretxe.
MnkpoBuonoruveckan uncroTa: ['® Pd, Rateropuna 34
O6wee yyeno aspobnex '
MhKpoopranuamos B 17; He Gonee 1-10° KOE/ rfean; Menee 1,104 KQE
Obiwee yicno apommeskix 1
NAecHeseX rpnBoB B 1 He Bonee 1-102 KOE/ r/mn; Menee 1-10% KOE
Escherichfacolle ir, OTCYTCTRHE aTcyTCYByeT

¥Ynakoska

L

Mo 10, 25, 30, 50 Tabnerox & HOHTYRHYIO AusiiKosyio
YNIKOBRY W3 nAeHKu NOMMBMHNAXIOPUOHON  nubo
TABHKH
rrwmauHmixnopmnaﬁ/nonuauuwnmenxnopm,qﬂcﬁ "
$ONLrM AMOMMHIMER0H neYyaTHOI N2RKUPOBAKHOM.

Wnn no 10, 25, 30, 50 TaGnerok 8 KOHTYPHYI
AvefiKoByo ¥NaKoBRY M3 marepuana
KOMBMHUPOBAHHOTO Ha ocHOBE boAbr (Tpexcnoiineii

Matepuan, BrAKMEIOWMA  amomuHuesyio donury,
RACHKY W3 OpMEeHTHpOBaHHora noawamvaa,
NOANBUHNARAOPANYIO naeHky) v donsru

A/UOMHHVEBON NEYITHON AaKMPOBAHHON.
1,2,34,56,7,8 9 um 10 KOHTYPHBIX ANERKOBbIX
YNAKosOK BMECTe C MHETPYRUMEN no MEANLMHEKOMY
NPUMEHEHINO  (AUCTOR-BKAABILY) nMoMelalT B
KAPTOHKYKO YnaKoBky (navxy).

30 TabnetoN B KOMTYPHOH AvelRKoDOH
YN3KOBKE M3 AAEHKW NOAWBUHWAXAODUAHO
W oAb anomunmesoll  .nevarHol
NaWYpoRAHHONM,

1 koHTypHas Avefikanad ynaxkosKa Bmecre C
WHETPYKUMEH no MeaHUHHCKoMY
NPUMEHERUIO (AHCTOK-BRAAALIW) nomeuieqs|
B KapTOHKYIO ynaxoaky (nauxy).

Odopmneno: TTasnora Q.11

Crpaniua; 1153 2
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CAPMALEBTHRA 3, 11, cp.1. Ten.cot.: #79874599993, +798774592994

Mecro naxodaenna GO0 «Q301 Gapme: 445043, Camapckan oba., . 0. ToAbATH, Tep. 033 THIT, Maructpans 3-a, 3g, 11, arp.1.
Mecra ocywiecreaenia MMUeRInpyemoli aeateatHocTi 000 «Caon dapma: Camaperan oba., r. 0. TonabaTry, Tep, 033 MNNT, Marnerpans 3-8

Nruenava Munntrepcrsa NpombiuneHKocTH W Toproan PO No 00176-1C

Ha KapTOHHOH ynakoBke (nauke] yraabizalor Toprosoe
HaWmeHoBaHWe feRapcTBEHHOTO npenapara (coenagaer
c MerAYHapoaHbIM HENaTeHToBaHHbIM
HaumeHOBaH1eMm), HaWMEHOBaHMNE ABparenn
PETMCTPELUMOHHOIG YACCTOBEPEHHMA A HaWMEHGBAHWE
NpOUsEDAMTENA AEKAPCTEEHHOIO npenapata, agpec
NPON2BOAMTENR NEH3PCTEEHHOIO Npenapata (crpaa,
obnacrs, ropog); agpec AepMaTenA ParkCcTRaLUHOHHOIO
yaocrobeperur {cTpana) (a44 naowagkn 000 «0aoHs),
HaUMEHOBaNVE LepHaTtena PErMCTpalonHoto
YAOCTOBEDEHMA ~ M HaMMEHOBaHMe npPOM2B0aMTe/N
fEKApDCTBEHHOTO f1penapara, aapec NPoOMIBDAWTRNA

JlesapcTBeHHoro  npenapara  (cipaWa,  abAacT,
ropogacHasi OHpYr), aapec AEpHaTens
PEFUCTPAUMOHHOrD  yaocToBepeHuA  (cTpaMa)  [aan

naowagku 000 wO3oH PapMr), 3eKTROHKLIA agpec K
CaT  Npou3BOAWTENA,  NIEKAPCTREHHYID  dopMmy,
AO3WPOBRY, KDAMMecTBO Tabnetok B yhaxoske,
MuOpMaLMIO 0 COCTABe JEHAPETEBHHOMG Npenaparta
{HanmeHoBaHKe AeficTayIOero pewecTea M ErO
KOAMMECTBO, nepeveHb BCNDMOFATeAbHbIX BelecTs),
HOMEP  cepuy  (BRAMAOLMA  mecal MW roj
NpoMaBOACTEA),. AATY HETERYSHWA CPOKA FOAKOCTY (rogeH
ADI  Mecsl, M I0f), YCACBMA  XpaHeHMA, cnocob
NpHMEHEHMA: </l NPKEMA BHYTPLY, YOIOBHA OTIYCKE,
HOMED" PEIMCTRAUMOHHGIC YAOCTOBePEHMS, ACTOTHN
npouIsoaMTenn,  dapm-Kod,  wipuxosoli  Kog,
ABYMEPHBIA WTPHXOBOL KO, € NOAHON MAKM HacTHYHOA
pacumpoBKOA  MHOOPMALUK, coaemKaleiicA B
ABYMEpHOM WTPUXOBOM Koae uaK Bes Herp, «CmoTpu
MHCTRYKUMIO MO MEAWLIMHCKOMY ITPUMBHEHUIO (ANCTOR-
BrhAappitu}n, «HE NPMMEHATs MO MCTEMEHMU CpoKa

FOAHOCTHY, «XpaHMTE & HESOCTYAHOM &AAA  AeTed.

MecTen, .
AononwuTensHo Ha HapToHHOU ynakoske (nasxe)
AyBAMPYETCR TOPIOBOE. HAWMEHOBAHHE M GO3WPOBKA ¢
nenoaslosanuem wpwdTta Bparing,

ynaKkoBke

MapuvpoeKa Ha wonTypHoW. AdefixoBoil  ynakosxe [Bauctepe) | Ha  wouTypHo#l  Avelinoboi
YKA3ILIBAKT TOProRoe HAMMEHOBIHME JleKapcrBerHoro | '(Bavcrepe) YyKa33HO: TOprosoe
npenapara (cosnagaer ¢ MEMAYHAPOAMbIM | HAKMEHOHAHWE JNEKAPCTBEHHOrD Npenapats
HENaTEHTOBAHHbBIM HaWMEHOBAHUEMm), AerapcreenHyw | (cobnagaer c MEHAYHADOAHBIM
PopMy,  AO3MPOBHY, HAWMEHOBAHWE  OEPMATeAA .| HenaTeHTOBAHHBIM HaumeHoBaHueM},
PEMMCTPALMOHHO0 YAOCTOBEPEHA W HAWMBHORAHWE | nexapcTaenHar $opma, A0O3MpoBKa,
NPON3BOAWTEAR fIEKAPCTBEHHOIO NPemapaTa, HOMEp | HAWMEHOBaHWE Aepmarenn
cepun (BRAIDYA0LLMEA MECALL U FOA NPOH3BOACTRA), A3TY | PEMMCTPAUMOHHONO  YAOCTOBEPGHMA U
HCTeMEHMA CPOKA FOAHOCTH (MECAL, M roa). HaHMEHOBaHKE npoM3BoAnTeNa

NEN3aPCTBEHHOrO Npenapata, HOMEp CepHH
(Bratouaramii Mecal, M rof NPaKsBOaTea),
A3TA WUCTEMEHMR CPOKA TOQMOCTH (mecay v
o).

‘Ha kapronHoN ynakobwe (nauxe) yxasaHo:

TOProBOE HAMMEHORAHME AEKAPCTBEHHArQ
NPENapaTa (COBRAARET C MEMAYNAPOAHbIM
HENaTEHTOBIHHEIM HaumeHoBaHKeM),

HavmeHoBaRHWe Aepaten |
PEMMCTRAUMOHHONG  YAOCTOBERRHUA u
HAHMEHOBaHHe npanaBoanTenA
JIGKAPCTBEHHOrQ npenapars, ‘agpec

NPOU3BOAMTENA NERAPCTBEHHOrC Npenapara
(cvpaua, obnacy, ropogcroi okpyr), agpec

fepHarens pervcTpauMoHHoro
YAOCTOBEPEHWA  [CTpana),  3neKTEDHHLI
agpec n CaNT NPoU3IBOANTENR,
NeRApPCTBEHHAA "thopma, BRO31poBHa,
KonMMecTRD  TaBAeTOR 8  ynaKoDpKe,.

MHYOPMALMA O COCTABE AeHApPCTBEHHOro
npenapata [HaMmeHOBaHWE JEeACTDYIOWEro
sowecTsa W ero  KOAMMECTBO, NEPEYeHh
BCAOMOTaTENbHBIX aemecra]. HOMED™ Cepun
(ormodatomui MecAw, M rof NpoUaBogcTea),
AATa WCTEHEHWA £pOKA FOAHOGTH (roaeH Ao:
MECRL, W [OA), YCAOBMA XPaHeHusn, cnocob
npumeHenua:  «QAA  npYeMa  BHYTPh®, |
YCADBMA OTNYCKA, HOMED PETUCTPALMOHHOID
YAOCTOBEREHMA, AOroTMR  NpPOM3BOAWTENR,
dapm-xog, TpMXOBOA KOA, BBYMEpHLI
WYPHXOBOA KOA, C YaCcTHNHOMN paciundpoaroit
HHGOPMaUMY, CoaepHalleiicR & ABYMepHOM
WTPMXOBOM HOAE, «CMOTPU WHCTPYKLMIO NO
MEJULMHCKOMY  RPMMEHEHWH .  (AMCTOR-
BRIaALILYY, ¢HE NPUMEHATE 0O MCTENEHMM
CPOKA FORHOCTUR, «XDaHUTE B HEJOCTYNHOM
ANA peTell mecten, .
AONOAHWTEALHO H8 KApTOHHOW ynakoBke
{nauxe) npoaybAMpoBaHLI TOprosce
HANMEHOBAHUE n A03HMPOBKa c
MCN0NLIOBIHMEM wpKdTa Bpadan.

Cpok rogHocT

3rosa

TogeH ao: 05/2027

XpaHeHue

B 33IMuLeHHOM OT ¢BETa MECTE MK Temneparype He Brilwe 25 °C,

3axnoueHie: cootbetcrbyer/ He cooteeTcTayet JIN-Ne{002413)-(Pr-RU)-260523
[Heobxonumoe noaHe pHHYTL) .

Qdiopmneno: [Tannona Q.T1.
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«CBE\EHUA, BHECERHLIC B ABTOMATU3NPOBAHHYIO MHOPMALIMOHRY IO cncTemy PoczapaBHag3opa Nepej BBOOM B
rpawpaaHCcKui aBOpoT cepuil, NapTUA NEeKAPCTBERHBIX cpeacTs/ MHdopmauua 0 BugaHHIX Pac3ppaBHagsopom paspeweHnax
Ha BBOA B rpaxpanckuit 06opoT B Poccuiickoi Gegepauumn cepum nam AapTUY UMMYHOGUOSIOMUYECKOr0 NeKapCTBEHHOro

PEAEPAALHASR CAYXEA NO HAA3OPY npenapaTa, No COCTORHUIO Ha 19.08.2024 16:53»
B COEPE 3APABOOXPAHEHMA

Oprammnag,

Hara riecesiim 5 Hosiep Hemep, nata
ANC Topronoe e noBasse (oaa .,uﬂv“_agﬂm“_ar wy | Crrama Ca ° ’ TRa Hopuommnng goxymerrmuts BHBYCTHBIN b cepim, paipemea na
Parmapasiamopa Y CRREGHRE KoaTpe P &e!ﬁ i T wm
poT
B : Tafers OdimecTo ¢ orpanitcHHoi oTRCTCTBEHOCTHD *Coonr Pupy® (000 "Oou Papu’),

- Poccha (posxomtrens (rotonon A, Obarerso ¢ X PRRNTEHRON
T ol ab OfmecTro ¢ ofpaumennofl -
03.07.2024 1031 30 (., ynaKoexs OTBOTCTEHIOC T "O0 Poceus groeTETRiskI i 1030n Taps” {000 “Vaon daps’), Prccate JMEN 002130 (PT-RUY-260523 | 000 “Omn dapu™ 030624
£3efis XOHTY] — - - - (¥ naxcam/dacorimE (8 oepomry ¥nakosky }y; (0mecreo ¢ arparHucinmi
onNE pise (1), nau Bupn” (000 *Oouir g’y T FCTactmoctin "Oum dapa” (000 *Daos drapa™), Pocosn
e/ - (Ynaxosnphdoconge (sropimhpeninitg yragnaca))




