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¢ OZON

TAPMALIEBTLHA

MecTo HaxomgeHna 000 «O30H ®apmn: 445043, Camapckan 06, r. 0, ToabaTTy, Tep. 033 NNT, maructpans 3-5, 34, 11, crp.l.
MecTa OCYLWeCcTBAHUA NuUeH3upyemoi aeatenpHocT 000 «O3oH @apmyn: Camapckan 0bn., r. 0. Tonsarty, Tep. 033 NNT, marucTpans 3-8
34. 11, crp.1. Ten.cor.: +79874599993, +798774599994

Nuuenana Munucrepcrsa NpombiwnersocT u Toprosau PO Ne 00176-NC

CeptudukaT KauecTsa cepuu Ne 2994 ot 06.08.2025

Metonponon, Tabnerku 50 mr

Homep cepuu

[ara Hayana npou3BoACTBA

Konuuecrtso

AHanM3 BbINONHEH NO KOPMATUBHOMY AOKYMEHTY

TOoprosce naxapc

nNpenapara, NexapcreerHan $opma, ADIMPORKE

PernctpaumoHHoe yaocrosepenue fIM-Ne(005249)-(Pr-rRU)

090725
18.07.2025

113 400 ynakoBoOK

NN-Ne(005249)-(Pr-RU)-190424

HaumeHoBaH4e NOKasartens

MeToa KOHTpOAA
HopmaTtuBHOe 3HadYeHne

Pe3ynbTaT KOHTpOAA

OnucaHue BuayanbHbli
Kpyrabie naockounanHgpuyeckue Tabaetku 6enoro Kpyrable nnockounamHapuyeckue Tabnerku
uaM  BGenoro ¢ cepoeaTbiM  OTTEHKOM  LBeTa, 6enoro UBeTa, MPaMOPHOCTb OTCYTCTBYET, C
AONYCKAEGTCA HE3H3UUTENbHAA MPAaMOPHOCTb, € | $ackol u pucKoi. MpamMopHOCTb OTCYTCTBYeT.
$acKon 1 pUCKOMA.
NoaAMHHOCTL Y®-cnextpodoTomerpus
Y®-cnexTpbl NOrNOWEHUA UCMLITYEMOrO PacTsopa M
pacteopa CO metonponona taprparta 8 obnactu ot CooTeercrayer
220 po 350 HM AOMKHBI WMETb MaKCUMYM Npu
OOHMX W TeX e AAMHaxXx BoaH  (paspen
«OAHOPOAHOCTL AO3UPOBAHKUAY).
BIXX
Bpema  yaepmuvBaHMA  OCHOBHOIO NWMKa  Ha
XPOMETOrpaMme WCNbITYeMOro pacTBopa 2 A0NMHO Coorsetcreyer
COOTBETCTBOBATL BpeMeHu YAEPHUBAHUA
OCHOBHOrO NWKa Ha XpomaTtorpamme pacteopa CO 1
MeTonponona Taptpata (pasgen «KonwyecteexHoe
onpegeneHuen).
PactsopeHue [® Pd Yd-cnekTpodoTomeTpus
He mexee 75 % (OJ (C15H15N03}2.C4H505 104 %

(meTonponona Taptpara) 4epes 45 MuH.

PoacTeeHHbIe NpUMECH

BIMXX
MNpumecs A — He Bonee 0,3%

He o6HapykeHo

Nwban apyras npumecs — He Gonee 0,3% 0,03%

CymmapHoe copepaHue npumeced — He Gonee

0,5% 0,03 %
OaHOpPOAHOCTE A03MPOBAHUA [® P, cnocob 1, YP-cnektpodoTomeTpus

AV<15,0%. 5,5 %
KonuyectseHHoe onpegeneqve | BIKX

Ot 46,2 o 53,8 mr {Gst;NO;)z.CAHsOs 48,7 mr

(meTonponona Taprpata) 8 Tabnerke.

Mukpobuonoruyeckas YyucToTa
0bwee Yncno aspobHeix
MHWKpoopraHMamos s 1r;
Obwee YMCNo APOHIKEBbIX W
naecHesbix rpubos s 1r;

D PP Kateropus 3 A,
He 6onee 1-10° KOE/ r/mn ;

He Bonee 1-102 KOE/ r/mn ;

Mewee 1-10' KOE

meHee 1-10' KOE

Escherichiacolis 1r. oTcyTcTeMe B 1 r/ma. oTCyTCTBYET

Ynakoska Mo 10, 25, 30, 50 TabneToK B KOHTYPHyIO AYeikoBylo | 30 TabneToK B  KOHTYPHOW  A4eiiKoBOM
YN3KOBKY M3 NABHKWM NOAWBUHUAXNOPUAHONW M | YN3KOBKE M3 NABHKA NONMBUHUAXNOPUAHON W
$ONbrM aNIOMUHUEBON NEYATHOW NAKMPOBAHHON. donbru aniomuHUeBon nevaTHoH
Mnu no 10, 25, 30, 50 vabnetok B KOHTYPHYK | NaKMPOBAHHONM,

AYEAKOBYIO YNaKoBKy u3 martepuana
KOMBUHUPOBaHHOMO Ha ocHoBe donbri
(TpexcNOWHbIN martepuan, BKNIOYAOWMHA
ANKOMUHWEBYIO donery, NAEHRY u3
OPHEHTHPOBaHHOIO nonvamuaa,
NOAWMBUHUAXNOPUAHYIO  NAEHKY) u bonsru

3NOMUHUEBOM NeYaTHOM NaKMPOBaHHON,

1,2,3,4,5,6,7, 8,9 unu 10 KOHTYPHBIX AYLAKOBbIX
YNaKkoBOK BMECTE C MHCTPYKUMER NO MEAULIMHCKOMY
NPUMEHEHHIO NOMEWaT B KAPTOHHYIO yNaKoBKY

1 KOHTYpHaR AYEWKOBAA yYNaKosKa BMecTe C
WHCTPYKUMEH N0 MEAUUMHCKOMY NPUMEHEHHKIO
NOMELLEHa B KaPTOHHYIO YNaKoBKy (nauky).

Odopmneno; Benosa H.C.

Crpannua: | w3 2
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MecTo Haxomaerua 000 «O3oH Papmn: 445043, Camapckan obn., r. 0. Ton

bATTH, TEp. 033 NNT, marvcTpans 3-8, 34, 11, ctp.1.

p OZON MecTa 0CYWEeCTBARHUA AULeH3Upyemoit geatenbHocth 000 «O30M ®apmy»: Camapckan obn., r. 0. TONbATTH, TEP. 033 NNT, marucTpans 3-8
GAPMAEETY A an 17 crp.1. Ten.cor.: +79874599993, +798774599994

NuueHIuAa MUHUCTEPCTEA [POMBILINEHHOCTH U Toprosnu P® Ne 00176-1C
(nauxy).

MapK1pOoBKa Ha KOHTYPHOW RYEMKOBOW YNaKoBke (6ancTepe) | Ha KOHTYPHO#M AYEMKOBOM ynaxkoexe
yKasblBaoT Toprosoe HammeHoBaHue | (BaucTepe) ykasaHo: TOproBoe HaUMeHoBaHue
NeKapCcTBEHHOrO npenapata (cosnapaeT  C | nexkapcTBeHHOro Npenapara (coBnapaer c
MEMAYHAPOaHbIM HenaTeHTOBAaHHLIM | MEXAYHaPOAHBIM HenaTeHTOBaHHbIM
HaumeHoBaHKuem), NEKapCTBEHHYIO dopmy, | HaumeHoBaHWem), NEHAPCTBEHHAR dopma,
[031POBKY, HavmeHoBaHue pepwaTens | A03WNPOBKA, HaumeHOBaHue  [AepwaTens
PerncTpauuoHHoro yAOCTOBEpEHWE W | perncTpaunoHHOr yAOCTOBEPEHME "
HaUMEHOBaHMe NPOU3BOAMTENA  /IEKAPCTBEHHOTO | HAUMEHOBAaHWE npou3soanTens
npenapaTta, HOMEp Cepuu (BRNIOHAIOWMIA MECAL, W | NeKapCTBEHHOrO npenapara, HOMEP Cepuu
rof NPOM3BOACTBA), AATY MCTEYEHUA CPOKA rOAHOCTH (BKNIOYAIOWMIA MECaL, U TOA npox3BOACTBa),
(mecay v roa). flaTa MCTEYEeHMA CPOKa TOAHOCTH (mecay v
Ha KapTOHHOW ynakoBke (nauke) yKasblBaioT roa).

Toprosoe HauMeHoBaHue NeKapcTBeHHOro | Ha KapTOHHOM  YnaKoBke (nauxe) yxa3saHo:
npenapata  (coBnagaeT €  MEXAYHAaPOAHbIM | TOPrOBOE HaWMEHOBaHMe NEeKapCTBEHHOro
HenaTeHTOBaHHbIM HaMmeHosaHuem), | npenapata (coBnapaer € MEXAYHapOAHbLIM
HaumeHOBaHWe  AepwaTens  PerncTpaynoHHOro HENATEeHTOBaHHbLIM HauMeHoBaHUEM),
YAOCTOBEPEHNA W HaUMeHoBaHWe NPOW3BOAUTENA HaUMEHOBaHWE AEPKATENA PerncTPaLMOHHOM
NIEK3PCTBEHHOTO Npenaparta, aApec NPOW3BOANTENR | YAOCTOBEPEHUA 7 HanMeHOBaHue
NeKapcTBeHHOro  npenapata  (cTpama, 06nacTb, | NPOM3BOAMTENA NEKAPCTBEHHOrO npenapata,
ropog) (Ans MNAOWAAKK 000 «Q30H»), aapec | agpec npoussoauTeNa /NleKapcTBEHHOMO
npoussoaMTens NeKapcTBEHHOMO npenapata | npenapata (cTpaHa, 06nacTh, T[OPOACKOMA
(cTpaHa, 06nacTb, FOPOACKOW OKPYT) (ANA NAOWAAKK | OKPYT, 3NEKTPOHHbI  aapec v Calt
000 «030H ®apm»), INEKTPOHHbLIA aapec u CauT | Npou3BOAMTENS, aapec pepwarens
NPOU3BOAMTENSR, agpec [EepWaTena | perncTpaunoHHOro yAOCTOBEPEHNA (cTpana),
perucTpaLmuoHHOro YAOCTOBEPEHWUA (cTpaHa), | nexapcTeeHHan dopma, [03MPOBKa,
NeKapcTeeHHyl0 GOPMY, [03MPOBKY, KOAMHECTBO | KONMYECTBO tabneTok B8 YNaKoBKe,
TabneTok B ynakoBKke, MHHOPMAUMIo O COCTase | MHpOpMauua O cocTase NeKapcTBEHHOrO
NeKapcTBEHHOro npenaparta (HaumenoBaHue | npenapata (HaumeHoBaHue AENCTBYIOWErO
OelicTBYIOWero  BEWwecTBa M ero  KOMWYEecTso, | Bewecrsa M ero KONWYECTBO, NEpeyeHb
nepeveHb BCMOMOTaTe/bHbIX BEWECTB), HOMEP | BCMOMOraTeNbHbIX BELIECTB), HOMEp Cepuw
cepuy (BKIIOYAIOWMIA MEeCAL, W rof, npou3eoacTsa), | (BAKUOWMIA MeCcAL 1 oA npou3BOACTBa),
[aTy MCTEUEHUA CPOKA FOAHOCTH (TOAEH A0: MECAL M | A3Ta WCTEYEHMA CPOK3 rogHocTk (rogeH Aao:
rog), yCnoBua XpaHeHus, cnocob npumenenua: «Ina | mecay U rog), YCnOBMA XpaHeHuA, cnocob
npuema BHyTPbY, YCNOBMA OTAYCK3, HOMEp | NpUMeHeHWs: «[ins Npuema BHYTpb», YCNOBUA
PerucTpauuoHHOm YAOCTOBEPEeHHA, norotun | OTNYCKa, HOMep PerucTPauuoHHOM
npouasoauTens, GapM-KOA,  WTPMXOBOW  KOA, | YAOCTOBEPEHWA,  NI0TOTWN nNpoM3BOANTENSA,
ABYMEpHBI  WTPUXOBOWA KoA € MOAHON  WAW | Gapm-KO4, ITPUXOBOW  KOA, ABYMEPHbIH
YaCTUMHOW pacw1dpoBKon MHPOPMaumK, | WTPUXOBOH KOA C YacTM4HOM paclmndpoBKOA
CoAepHaLLeiCA B ABYMEPHOM WTPUXOBOM KOAE MY | WHPOPMALNK, cofepHalenca B ABYMEPHOM
Ges Hero, «CMOTPM MHCTPYKLMIO NO MEAULIMHCKOMY | WITPUXOBOM KOAE, «CMOTPM MHCTPYKUMIO NO
NpUMEHEHWIO», «He NPUMEHATb MO MCTEHYeHMW | MEAMLMHCKOMY NPUMEHEHHKION, «He
CpPOKA TOAHOCTMY, «XPaHWTL B HEAOCTYNHOM A/IA | NPUMEHATL MO UCTEYEHMA CPOKa roAHOCTHY,
[EeTen mecrten, «XpaHUTL B HEAOCTYNHOM ANA ABTER MeCTe),

[lonoNHMTENbHO Ha KAPTOHHOW ynakoske (nauke) | AONOAHWTENbHO Ha KapTOHHOM  YnaKoBke
AyBAMpYETCA TOProBOE HAMMEHOBaHWE W AO3UPOBKA (nauke) npoAy6AMpoBaH.l Toprosoe
C MCnoAb3oBaKKMem WpudTa Bpains. HaWMEeHOBaHue " L03WPOBKa c

uenonvaosaHuem WwWpndTa bpaitna.
XpaHeHue Mpwn TemnepaType He Bblwe 25 °C B KAPTOHHOW YMaKOBKe (nauke).
CpOK roAHOCTH 3 ropa [ roge go: 06/2028
BaMIOHEHMW He cooTseTcTayeT TpeGosaHuam JIN-Ne(005249)-(Pr-RU)-190424
(HeoBxoanMMoe NOAYEPKHYTS)
Ha4aneHuK OKK:
Odopmneno: Genora H.C. Crpannua: 2 13 2




Jluuensus Ne 00176-JIC
GMP/EAEU/RU/01032-2023

@OZON

Ha BBIITYCK CEPHH JICKAPCTBCHHOIO MpernapaTta B peaIu3alHio

Paspelwienue

3d.447(04)

No 2994 ot 06 aBrycta 2025 T.

HaumeHnosanue npenaparta Mertonposnon
MexIyHapoHOe HeNaTeHTOBAHHOE, WITH TPYTIMHPOBOUYHOE, Mertonponon
WM XMMHYECKOE HaHMEHOBaHHE

JlexapcTBeHHas opma TabneTkn
Jlo3uposka 50 Mr

Popma BIITyCKa

tabnerku, 50 Mr (koHTypHas sueifkosas ynakoeka) 30 x 1
(rnauka KapToOHHan)

Homep cepun 090725
Konuuectso 113 400 ynakoBok
JlaTa Hauana MpOH3BOACTBA 18.07.2025

Cpok rogHocts / I'onen 1o

3 ropa/ 06/2028

HopmarueHas NOKyMeHTaLks

JITT-Ne(005249)-(PI"-RU)-190424

CepTuHKaT KadecTsa CepHH

2994 ot 06.08.2025

HanmeHnosanne ITPOW3BOIAMTENA

000 «O30n Dapm»

Anpec npousBoauTens (BCe CTALHK TPOH3BOACTBA, BIUIOHAS
BRITTYCKAOLIHH KOHTPOIIb Ka4ecTsa)

Camapckas 0051., . 0. TonbstTa, Tep. O3 IIIT, MarucTpans
3-1,34. 11, ctp.1

PerncTpaumoHHoe yIOCTOBEPEHHE

JIT1-Ne(005249)-(PT-RU)

Jlata rocy1apcTBEHHOH perucTpauuu 19.04.2024 r.
HanMeHoBaHHe JiepKaTeia perucTpainoHHoro 000 «ATomn»
YAOCTOBEpPEHHA

Paspeienne aeiicTBHTENLHO 10 06/2028
Kommentapuww | emeee

[NpuBenennas Builie MHdopMalUs ABNSETCA A0CTOBEPHOH M TodHOH. Cepus NekapCTBEHHOrO mpenapata NMpoW3BeicHa (Bkmowas
YNaKoBKY (MapKWpoBKY) M KOHTPO/b Kauecisa) Ha NPOMIBOACTBEHHON IUIOWANKE B [OJHOM COOTBETCTBHH C TPeGOBAHHAMH JIMICH3HH,
[Tpasun namwickauieii NpoM3BOACTBEHHON NPAKTHKH, PErHCTPALMOHHOIO J0ChE. 3aMUCH 110 MPOM3BOJCTBY, YNAKOBKE M KOHTPOIIO KayecTna
NPOBEPEHB], U YCTAHOBICHO HX cOOTBeTCTBHE TpeGopanuam [IpaBun HaLnCKalleH MPOH3BOACTBCHHOH NIPAKTHKH.

IMPOAVKIUSA PASPEILEHA K PEAJIM3ALIMH:

YIIomMHOMOYEHHOE JTHIO:

O Her

4

7/ Baxenun Brnagumup Anexcagaposuy / 06.08.2025 1.

©HO

THOAIHCH /
Ln Aotscm g,

Jara

Crpanuua: 1 u3 1



«CBefeHnA, BHeCEHHbIE B aBTOMaTU3MPOBaHHYI0 MH(OPMaLMOHHYI0 cucTemy Poc3npasHag3opa nepef BBOAOM B
rpaxaaHcknin oGopoT cepuid, NapTuin NekapcTBeHHbIX cpeacTs/ MHgopMauma o BbiAaHHbIX POC3paBHaA30pOM pa3pelweHnax
Ha BBOJ B rpaxAaHckui odopoT B Poccuitckon ®epepaumm cepum Uan naptTmm MMMYHoS1oNornyeckoro 1eKapcTBeHHOro

npenapaTa, No COCTOAHWIO Ha 23.08.2025 17:42»

Oprasmanus, Tucema o6
JlaTa BHeCeHHS B TMpomssoguTens Homep Homep, nata
BBHUTYCTHBINAA B nypsTHn JIC
AHC Toprosoe HaHMeHOBAHHE (BBIyCKAKOMmMIA Crpaua CeefieHHs 0 CTAAHAX NPOHIBOACTBA HopmarHBHast 10KyMeHTAIHA e CcepHH, paspeneHus Ha (Howep,
Pocanpasnamopa KOHTPOD) obopor napTHH HIN e
Q6uwecTso ¢ OrpaHMueHHON oTBeTCTBEHHOCTBIO "O30H @apm” (000 "Oson
MeTonponon: Tabnetkn 50 O6mecTBo ¢ OrpaHHYeHHOR ®apm”), Pocena ([Tponssoutens (rotoof JId)); O6mecTso ¢
06.08.2025 Mr 30 Wr., yNnakosKH OTBETCTBEHHOCTHIO "O30H Pocens OrpaHHYeHHOM OTBeTCTBEHHOCTHIO "O30n Papm” (000 "Oson Dapm™), JI1-Ne(005249)-(PL-RU - 190424 000 "Oson Dapy” 090725 -

AYCHAKOBBIEC KOHTYPHBbIC
(1), nauku KapToHHsE/ ~

Papm” (000 "Os0H
Dapm”)

Poccus (Y nakosupk/acosiHk (B MepButHyio YNakoeky)); Odmectso ¢
OrpaHHYEHHOM OTBETCTBEHHOCTHIO "O30n @apm” (000 "Oson Qapm”),
Poccus (Y nakornmik/hacoBiHk (BTOPHUHAR/TPETHUHAS YTIAKOBKA))




