N Jlnuewsaa Ne J1012-00102-77/00010730

; @ Ne GMP/EAEU/RU/01313-2024
("'*g; OZON Paspemenue
DAPMALEDTIKA Ha BbIIIYCK CCPHH JIEKAPCTBEHHOI'O IIpErapaTta B pealu3alylo
3b.447(04)
Ne75650r 13 ¢ M p
HaumenoBaune npenapara Topacemuzn
Mesx1ysapoinoe HenaTeHTOBaHHOE, WIH MPYIIHPOBAHHOE, Topacemun
WJIH XHMHYECKOe HAHMEHOBAK e
JlexapcTennan dopma TabneTkH
Jlo3uposka 5wmr
Qopma BBITTyCKa TadneTkH, 5 Mr (KOHTypHas sueiikosas ynakoska) 10 x 2
(mavka KapToHHas)
Homep cepuu 370724
Konuuectso 36724 ynakoBok
Jlata Havana npoM3BOACTEA 01.07.2024
Cpoxk roasocrtu / ConeH no 3 ropa/ 06/2027
HopmarHeHas JNOKyMeHTalus JITT-Ne(002784)-(PI-RU)-170723
Cepruduxar kavuecTna cepun 7565 ot 19.07.2024
HanmeHoBaHWe npon3BoauTeNs 000 «O3o0m» )
AJlpec npor3BoAKTENA (BCe CTANMH MPOU3BOLCTBEA, BKIHOYAs Cawmapckas 001, r.0. XKurynesck, r. JKurynesck,
BbIIY CKQIOUIMI KOKTPO/Ib KayecTsa) yi. ugpoctpoutenei, . 6
Peructpaupontoe yiocrosepetue JITI-Ne(002784)-(PI"-RU)
Jara rocynapcTsesHoil perucTpammm 17.07.2023
Haumenoranue nepixatens perietpaunorHoro ygocrosepenys| OO0 «Atom»
PaspelueHue AciCTBUTENBHO 1O 062027
Kommeswrapun e

[TpyiBenenuas Boiuwic MHQOPMALHS ABISETCH AOCTOBEpHOM 1 TouHOH. Cepus JiekapcTBeHHOr0 npenapara npou3seacta (BKIOYaAs YNakoBKY
(MapKMPOBKY) W KOHTPOJIb KAUECTBA) HA IPOHIBOACTBEHHOMN MIIOMIAAKE B MOIHOM COOTBETCTBHM ¢ TpeGopauuamu nunensuy, [pasun Haanexauei
NIPOM3BOACTBEHHOMN NIPAKTHKM, PErMCTPAIIMOHHOIO N0CKE. 3AMUCH TT0 NPCU3BOACTBY, YNIAKOBKE H KOHTPOMIO KA4eCTBa NPOBEPCHSLL, H YCTRHOBICHO
HX COOTBETCTBHE TpeGosanuam [pasuil HaueKamEH MPOUIBOACTREHHOMN NPAKTHKH.
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& OZON

RAPHALEBTERA

Mecro Haxemaguna: 000 «O30Hy,
MecTa ocywecrsneus amuensupye
Tnapocrpanreneds, 4. 6; Ten. +7987

445351, Camapcxas 06n.,, r, ¥u rynescy, ya. Mecouxas, g. 11

MOt geatessHocri: 000 «Qaotn, 445351, Camapckas 0bn., r. 0. Wurynescy, r. Huryaesck, ya.

4599991, +79374599992, (84862) 290-00, daxc (84862) 341-09; :

Nulenans Munucrepersa Npomsiunentoctu v Toprosnu PG No N012-00102-77/00010730

CepTudurar kavectsa cepuu Ne 7565 or 19.07.2024

Topacemwg, Tabnetku 5 mr

TOPFOBO@ HAUMEHOBaHUe IIEKBDCTBEHNOFD npenapars,

Homep cepuu
[Aata Hauana NpoK3BoACTBa
Konvrdecrso

AHBMS BBINOAHEH 10 HOPMaTUBHOMY AOKYMeHTY

370724
01.07.2024

36724 ynakosok
JIN-N2(002784)-(Pr-RU)-170723

/IEK3PCTBeHHaR hopma, 03MPOBKa )
Perucrpaumortoe yAocTOBEDEHKE nn-Ne(0027§4)-(Pr -RU)
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HavmeHosamme nokasarena

MeTtoa KoHTDO A

HopmaTtusHoe sHayenme

Pesynstar koHTpoas

OnucaHue

BusvansHnii

Kpyrasie naockoummHapuieckme TabneTku Gesoro
Wiy NOMTH 6eAOTO UBeTa € pucKos 1 packoil.

Kpyrabie nnocko ur}mnHapwqecxMe‘ Tabnetru

Benoro usera ¢ puckoit n hackoii.

MNoanvnHoCTs

BIRX

Bpema  ynepwmusauus  ocHosnore nkKa  Ha
XpomartorpaMme  MCMuITYEMOoro pacTsopa  goaxHo
COOTBETCTBOBATL BPEMEHH YARPHUEaHMS OCHOBHOIO
nuKa Ha xpomarorpamme CTaknapTHore pacrsopa
Topacemuaa (paspen «KonwyectseHHoe
onpegenenven),

CootaercrayeT

PacrsopeHue

b PO Yd-cnextnodotomeTous
He meres 80 % (Q) ClgHngaoss‘(Topacemw,qa) yepes
30 MuH,

101 %

PoacraenHbie npumecy

BIRX

Mpumecs A - e Gosiee 0,3%;
npumecs 8 — He Sonee 0,6%,
n06an Apyras epuHUHas npumMecs ~ He Bonee 0,2%;
CyMma nprimeceit — He Gonee 1,1%.

0,01 %
0,02%

He o6Hapymeno
0,03 %

QpHopogHocT £03uposaHus

[® Pd {cnocob 1) BIMX
AVs15,0%.

6,5%

Konusecrsen Hoe-anpepenenue

BIMX
014,5 mra0 5,5 mr CgeHzaNdoss.(Topacemn,qa),
CHHTan Ha cpeqHIolo maccy TabaeTiu,

MukpoBuonoruueckas uncrors
O6wee Y1cno aspobeix
MUKpOOpraHnamos s 1 r;
Obiee unce aposkskessx u
NnecHesbIX rpubos 6 1 r;

5,3 mr

[ PD KaTeropug 3 A.

He Gonee 1:103 KOE/ r/ma;

He Gonee 1-102 KOE/ r/mn;

meHee 1-10" KOE

meHee 1-10' KOE

Escherichia colis 1. avcyTCTRYe 81 r/ma OTCYTCTBYET

¥nakosKka Mo 10, 20 wam 30 TaﬁiIETOKBKOHTypHym suelikosyto | Mo 10 TaBrerox B HORTYPHDR syeiikoBoi
YRBKOBKY U3 AfeHKK MOAMBUHANXNOPUAKHON, NuGo | ynakoske w3 NABHKM NOSMBUHUARNOPUOHON 1
NNEHKK dbonbru anomuKuesol neyaTHoM
nonuBmﬂmnxﬂopm,qﬂoﬁ/nonuauHnnMAeHxnopmHoﬁ JIBKMPOBAHHOM. .
WM dosbr aaoMuHmenos MEYATHOW | 2 KOHTYPHLIE AUeliKoBbIE YNaKosky smecte ¢
N2KUPOBEHHON, MHCTIPYKUMED 1o meanumHcKomy npuMeHeHmio
Mau no 10, 20 wau 30 Tadnertox 8 ‘HOHTYPHYIO NAMEWeHY) B K3PTOHHYIO YI3KOBKy (na‘qky).
Auelikosyio ynaxosxy us Marepuana ' \
KomBuHUposaHHoro Ha OcHoge donbru
(TpexchoitHLii marepuan, BKAOYZ oW i
ANOMUHVEBYIO bonbry, nAeHKRY u3
OPURHTUPOSaHHOTO noavamuga,
NOAMBUHUAXIO PUAHYIO TgHRY)  u doawmu
SAOMUHNEBOH NRYATHO! NakvpoBarHO .

. 1, 2,3 4,5 6 ww 10 KOHTYDHBIX AULHROBbLIX

Y8KOBOK BMECTE ¢ uHCTPYRUMel: o MeRUUMHCKOMY
| TPMMEHRHUIO noMellpoT B KapToHKyio ynakosky
{rauky).

. Mapkruposra Ha kowrypHolt suelikoson ynavoske (6nucrepe) | Ha KOHTYpHOK  auelikosoii YaKosKe
yHa3biBaioT - TOpragoe HaumeHosakne | (Bauctepe) ykasano: TOPFOBOE HakiMeHOoBaMue
NeKapcTBeHHOro ripenapara (cosnagaer ¢ /IEKapCTBEHHOMO  npenapata  (cosnapser c
MEMAYHAPOAHbIM HBNATEHTOBAHHLIM | MEXAYHIPOAHbIM HeNaTeHTOBaHHbIV
HaumeHoBaHuem), NIeKaNCTBEHMYIO dopmy, HanmeroBsaHuem), nexapcreendasn apma,
803UPOBKY, HanmMeHoBaHKE Aepxiarenn | nosuposka, HaumeHoBaEHUE  nepmartesn

Oropmiieno: Mapoina H.B.

I
Crpaunna: 1132




J ’>) Mecto Haxoxgenua: 000 «O3ou», 445351, Camapckan 66A., 1. Huryaesck, yAn. Necouxas, a. 11

C

OZON

CAPHALEBTIRA

MecTa ocywecrsneknn anuenanpyemoit geatenbroctu: 000 «O30H», 445351, Camapcran 06a., 1. 0. Murynesck, r. Kurynesck, yn.
TuapocTpouTened, 4. 6; Ten. +79874539991, +79874559992, (84862) 290-00, dakc (84862) 341-09;

Nuuensua Munncrepcrsa Npombiunennocty  Toprosau PO Ne 012-00102-77/00010730

PerucTpaumnoHHAro YAOCTOBEPEHUA n
HavumeHOBaHue npoussoauTens NeKapCTBeHHaro
npenapara, Homep CepuW (BKAKOMAIOWMIA Mecay u
o4 NPOM3BOACTSEA), A3TY UCTEUEHUA CPOKE FOAHOCTU
(mecay v rog).

Ha xapToHHOM ynakoske (nauxke) yKa3biBaioT
TOoprosoe HammeHoBaHue NeKapiTeeHHOro
npenapata  (coBnajaeT € MEXAYHaPOAHSLIM
HenaTeHTOBAHHbIM HaumeHoBaHUEN),
HaUMEHOBaHWE  AEPKATEAR  PErucTPauMOHHOro

YAOCTOBEPEHUA WM HAaUMEHOBAHME NPOU3BOAUTENA
NeKapCTBeHHOTO Npenapara, aApec NPov3BOAUTESiA
NlekapcTeeHHOro  npenapata  (cTpaHa, o6nacts,
rOpoA), 3NEXTPOHHDIM 3APEC 1 CailT NPoOM3BOAUTENS,
aapec AepaTens PErucTPaLoHHOro
YAOCTOBEPEHUA (CTpaHa), feKapcTseHHyio dopmy,
AO3KMPOBKY, KoaudecTeo TabieTok B ynakoske,
MHHOPMBLMIO O COCTaBe /IeKAPCTBEHHANS Npenapara
(HaumeHOBaHWe AEMCTBYIOWErO BEWECTBA W ero
KO/IMHECTBO, NepeveHs BCNOMOTaTeNbHbIX BEWECTs),
HOMED CRpPUM  (BKAIOMAIOWMA Mecay w  rog
NPOU3BOACTBa), OATy WCTEYEHWS CPOKa rOAHOCTH
(ropeH fo: mecay 1 rag), yCnoBus xpaHerus, cnocod
NpUMEHeHMs: «[lNA NpUeMa  BHYTDbLY, YCAOBUA
OTNYCKa, HOMEP PeruCTPaUMOHHOrO yA0CTOBEpEHUS,
7I0roTMN  Npou3BoaAuTEnA, Gapm-Koa, WTPUXOBOH
KOA, ABYMEPHbIM WTPUXOBOW KOA C MNOAHON WMAM
HacTU4HOM pacwmrdpoBKoi nuHbopmaLmn,
COAepXaleNCA B BYMEPHOM LWTPUXOBOM KOAE UM
6e3 Hero, «CMOTPY MHCTPYKLMIO MO MeAUUMHCKOMY
NPUMEHEHMIO®, «HE MPUMEHSATL NO UCTEYRHUN CPOKa
rOAHOCTMY, «XPaHWTL B HEAOCTYNHOM ANA AeTei
nMecten,

[onONHATENbHO Ha KapTOHHOM ynakoske (nauxe)
Ay6nvpyeTca TOProBoe HaUMEHOBaKWE 1 [J03MPOBKa
C MCnoab308aHKem wpudTa bpaina.

PErucTPauMoHHOro yAoCTOBEpEHMS n
HaumeHoBaHue npov3BoAUTeNR
/IeKapCTBEHHOMO Npenapata, HOMEp cepuu
(BKANKOUaOWMI Mecay, U rog, NpOV3BOACTBa),
43Ta UCTEYEHUA CPOKa TOAHOCTM (MECAL W
roa).

Ha KapToHHOWM ynaKoBske (nauke) yka3aHo:
TOProB0e€ HauMEHOBaHME  NleKapCTBEeHHOrD
npenapata (coBNafaeT ¢ MEXAYHaPOLHLIM
HENaTeHTOBaHHbLIM HaumeHoBaHuam),
HaWMEHOBaHUE AePIKaTE/IA PErUCTPELIMOHHOD
yaocTosepeHus n HaumeHoBaHKue
NPOU3BOAWTENR NEKapCTBEHHOTO npenapata,
agpec  NpoMsBOAMTENA  NEKapCTBEHHOro
npenapata  (ctpaHa, ofnacts,  ropoga),
SNEKTPOHHLIA 34pec 1 CalT npousscauTens,
aapec fepsartens PErvcTPaLMOHHOro
yAocToBepeHns  (cTpaHa), /AexapcTBeHHaA
GOpMa, [03MPOBKa, KOAWM4eCTBO TabreTok 8
yrakosxe, nHbOpMaLmus 0 coctage
NIeKapPCTBEHHOTO npenapata (HaumeHosaHue
AEACTBYIOWEro BEWECTsa M er0 KOAMYEecTso,
nepeyeHs BCTIOMOraTeNbHbiX BEWLECTE), Homep
cepuu  (BRAKMAOWMIA  MecAay, M rog
NPOW3BOACTBA), AaTa  UCTEYEHWS  Cpoka
rOAHOCTM (FOAGH A0 MECsY U rOA), YCAosus
XpaHeHua, cnocob npumereruna: «ina npruema
BHYTPLY, yCi0BUA OTNYCKa, Homep
PerucTpaUMOHHOTO YAOCTOBEPEHUS, NOrOTMA
npoussoanTesa, Gapm-Koa, LWTPUXOBON Kop,
ABYMEPHBIM  WTPUXOBOM KO C 4aCTUMHON
pacwndpoBKOk MHGOPMaumK, coaepKallelics
B /ABYMEpHOM WTPMX0BOM KOZe, «CMoTpu
UHCTPYKLMIO no MEAULAHCKOMY
NPYMEHEHWUIO», «HE NMPUMEHATL M0 UCTEUEHUU
CPOKa roAHOCTM», «XPaHWTb B HEAOCTYNHOM
ANR feTeit mecTen,

[oNosHNTEABHO HE KapTOHHOM  YMakosKe
(nauxe) npoaybanupoBaHsl Toprosoe
HaumeHoBaHue u £034pPOBKa c
MCNonb3osaxuem wpudia Spaiinn.

Cpok rogHocTH

3roga

rogeH po: 06/2027

XpaHeHue

B 3awmweHHOM OT cBeTa MEecTe Npu Temnepatype He ssilwe 25 2C

3aKnto4eHue: CoOTBETCTBYET/ HE COOTBETCTBYT TpeGoBarUAM JN-Ne(002784)-(PT-RU)-170723

(HeoBxoaumoe NnoaHepKHYTD)

3am.HavanbHuka OKK no npoussoactsy:

Odopmaeno: Maphuna M.B.

/ CykoHHukosa T.M.

Crpariua: 2 u3 2




GEAEPAABHAR CAYXKEA T10 HAA30PY
B COEPE 3APABOOXPAHEHMS

«CBeAeHUA, BHECEHHbIE B aBTOMaTU3UPOBaHH
rPa¥aaHCKUin 06opoT cepui, NapTUm nekapcT
Ha BBOJ, B rpaxaaHcKuin o6opoT B Poccuitckoin depepauun cepuun
npenapaTa, rno cocToAHUIO Ha 19.08.2024 17:48»

BEHHbIX cpeacTs/ UH

Yi0 MH(OPMaLMOHHYI0 cucTeMy Poc3apaBHaa3opa nepej BBOAOM B
hopMaLuA 0 BbifaHHbIX POC34paBHaA30pOM paspelueHuax
WK NapTMM UMMYHOBMOIOrMYECKOro IeKapCTBEHHOMO

KapToHHbie/ ~

(000 "O30n")

P! yio y
OG6wecTBO ¢ OrpaHHYeHHON OTBETCTBEHHOCTBIO "O30H" (00O "O30n"), Poccus
(YnakoBumk/(acosmyx (BTOpHHas/Tpe THUHAS YNakoBKa))

Opranusanus, Homep Howmep, nata
IIIPN nnece.m s ANC Toprosoe (BB Tpo - i b 1b) Crpana C o P Ba HopmaTuBHas J0OKyMeHTaIHs BBINYCTHBINAS B CepHH, paspemeHns
¥ e R o rpaxgasckui obopor NapTHH ua HIIIT
Topacemug; TabneTkn 5 Mr 10 ’ O6GmecTBO ¢ OrpanHyeHHOMR UTBC?’CTBCHlfOCTW O30n" (000 "O30n"), Poccust
IIT., YNAKOBKM SYCHKOBHE O6mecTBO ¢ OrpaHHYenHOMN (TTpoussomuTens (rotosoit JI®)); O6mecTeo ¢ OrpaHHYeHHOM OTBETCTBEHHOCTBIO
19.07.2024 Kou‘Typuue (2). nauxu OTBETCTBEHHOCTBIO "O30H" Poccus "Os30H" (000 "O30u"), Poccus (V b (8 y)): JIMT-Ne(002784)-(PT-RU)-170723 000 O3o0n 370724




