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TATLLESTUAL

Mecro Haxomaenus: 000 «Oaon», 445351, Camapekan 6., r. Murynesck, ya. Necounas, g, 11
MecTa acywecTsneHus auueHIupyemost AeatensHocty: 000 «O3om», 445351
vapocTpouTenel, 4. b;ren. +79874599991, +79874599992, (34862) 290-00,

. Camapckan o6a., r. 0. Murynesck, r. Wurynesck, ya.
dakc (84862) 341-09;

Nnuenana Munuerepcraa NpoMbiwAeHHOCTY v Toprosau PO Ne 1012-00102-77/00010730

Ceprudmkar kavectsa cepun Ne 6667 ot 15.07.2024

Topacemug, rabnetku 5 mr

Toproaoeiuaumeuuaanue NIEKAPCTBEHHOTO Npenapara, /IeKapcTeeHHan dopma, A03Mposka
PerucrpaumonHoe ygoctosepetue /1 M-Ne(002784)-(Pr-RU)

Homep cepum
fata Havana npouzsoacTEa
Konuuectso

AHaNU3 BLINONHEH NO HOpMaTUBHOMY AOKYMeEHTY

230624

25.06.2024

37170 ynakosox

HaumerosaHue nokazarens

Merog KoHTpoNs

HopmaTueHoe 3HayeHue

NN-N2(002784)-(Pr-RU)-170723
[

PesynbtaT KoHTpOASA

OnucaHue

BuavanbHbiv

Kpyrabie naockoupnuHapuueckue Tabnetku Genoro
41 NoYTH BeNOro UBETA C pUCKOi 1 hacKo,

Kpyrabie naockounnuHapuyeckine TabaeTku
Genoro usera c puckoi u PacKoil.

NofnuuHocTs

BIMX

Bpema  ymepwuBaWus  OCHOBHOTC  nuKa Ha
XpOM3Torpamme MCMLITYEMOrO pPacTeopa A0MMHO
COOTBRTCTBOBETE BPEMEHM YACDKMBAHUA OCHOBHOMD
fUKa Ha Xpomarorpamme CTaHAapTHOro pacTsopa
Topacemuaa (pasmen «KonuyecteeHHoe
onpepenexuen).

CooteertcTayer

PacteopeHue

[ PD YO-cnenr TOMETDUR
He menee 80 % (Q) C1gH2oN203S (Topacemisga) vepes
30 mun,

99 %

Poacrsermbie npumeck

BIKX

MNpumece A — 1e Bonee 0, 3%;

npumece B - He Gonee 0,6%,

nobas apyras eaunmuman npumvece — He Bonee 0,2%;
Cymma npumeced — He Gonee 1,1%.

0,01%
0,02 %

He obHapykero
0,03 %

OAaHOpoAHOCTL AO3MPOBaHKA

[® PO (cnocof 1) BIMX

AV£15,0%.

3,0%

KonuuecTseHHoe onpeaencHue

BIHX
O714,5mr 20 5,5 mr Cy6H20N4035 (topacemuga),
CUMT3A Ha CPeHIo maccy Tabnetku.

4.9 mr

MukpoBuonormueckan yucTtora
Obuiee Yucno asapobHwix
MUKpOOpraHmamose 1r;

OB wee Yncno ApoMoKesLIx 1
nnecHesbx rpubos s 1 r:
Escherichia colis 1 r.

[® P® Kateropus 3 A.

He Bonee 1-10° KOE/ r/ma;

He Gonee 1-107 KOE/ r/ma;
OTCYTCTBME 8 1 r/mn

meHee 1-10' KOE

meree 1-10' KOE
OTCYTCTBYET

Ynaxoexa

Mo 10, 20 wau 30 TaBaertok 8 HOHTYPHYIO AYEMKOBYIO
YNAKOBRY W3 NAGHKM NOAMBUHUAXAOPUAHONH, AuBo
NAEHKK
nonwawunnxnopu,n,uoﬁ/nomBuuunw.qeuxnopuﬂ.noﬁ
WAM U donbrn anlomunueBOl  neuatHoll
NIKMPOBAHHOH,

WMav no 10, 20 wan 30 Tabnetox 8 KOHTYPHYIO
AYLHKDBYIO YN2KOBKyY “3 Mmarepuana
KomBuHWpoBsaHHoro Ha OCHoBe donsru
(TpeXcnoimHbIH martepuan, BKAKIYE OWMHA
aNIOMYHUEBYIO $onbry, NAEHRY n3
OPUEHTUPOBaHHOIO nonvamuaa,
NOMMBUHAIXAOPUAKYIO  nnenky) W doabri
AMOMUHUEBOI NEYaTHOI NakmposaHHON,

1, 2, 3, 4,5 6 uan 10 KOHTYPHLIX AYeRKOBbIX
YN3AKOBOK BMECTE C MHCTPYKUME no MeAKUMHCKOMY
MPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO YNaKOBRY
(navky).

Mo 10 tabnetok B KOHTYPHOR A4elKOBOMN
YNEKOBKE M3 NABHKM NOAMBMHUAXNOPUIHON W
donbru AMOMMHUEBOM nevarkof
NAKUPOBAHHON.

2 KOHTYpHblE RYEHKOBbIE YNEHOBKK BMeCTe ¢
MHCTRYHUMEN NO MEAMLMHCKOMY NPMMEHEHMWIC
NOMELLEHbI B KAPTOHHYIO YnakoaKy (nauxy).

Mapkuposka

Ha KouTypHOi suelikosod ynakoeke (GaucTepe)

Ha  KouTypHOi  Auelikosoli  ynakoske

YKa3bI830T TOprogoe HaumeHosanue | (6aucTepe) yxasaHo: Toprogoe HaumeHoBaHue
NeKapCcTBEHHOrO npenapara (coenagaer ¢ | nexapcreemHoro npenapara (cosnagaer ¢
MEMOYHAPOAHbIM HENATEHTOBAHHLIM | MEMAYHaPOAHLIM HENaTeHTOBaHMbLIM
HaumeHosaHuem), NEKAPCTBEHHYIO dopmy, HaUMeHOBaHMEM), NexapcTBeHHaA dopma,
A03upoBKy, HaUMEHOBaHWe AepraTena | nosuposka, HaUMEeHOBaHWe  fepwarens

Odpopauteno: Masnoza O.17,

Crpannua: | w32




") MecTo Haxomnenua: 000 «O3oks, 445351, Camapckan 00, 1. Muryneack, ya. Necoynas, o 11
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DAPMAUERTIRA

MecTta ocylwecTsaenqa nuueHanpyemoid sertensHocty: 000 «O3oH», 445351, Camapckan oban., r. 0. Murynesck, r. Murynescx, yn.
TuapocTpouTenei, & 6; Ten. +79874599981, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Nuuenana Musncrepcrsa NpomsiwnenHocTy v Topreean P N2 1012-00102-77/00010730

PEMMCTPAUMOHHOTO YAOCTOBEPEHWUA "
HaUMEHOBEHME NPOU3BOAMTENR  NEKAPCTBEHHOrO
npenapata, HOMEpP CepHu (BKAIOHAIOWMA MECAL ¥
rof NPOM3BOACTEA), AATY WCTEYEHWUA CPOKA MOAHOCTH

(mecay, v roa).

Ha KapTOHHOW yNakoske (Nayke) yKa3biBaloT
Toprosce HaumeHoBaHue NEKapCTBEHHOTO
npenapata  (coenagaer € MEMAYHAPOAHbLIM
HEMNaTeHTOBaHHBIM HauMEHOoBaHWEM),
HaUMEHOBaHWE  [PPWETeNs  PerucTpalWoHHOro

YOAOCTOBEPEHMA M HaMMEHOBAaHWE NPOM3BOAMTEAA
NeRapCTBeHHOIO NPEnaparta, aapac Npowu3BoAWTens
NeKapcTBeHHOTD  npenapata  (cTpana, oBnacTs,
ropoA), INEKTPOHHLIA 34PEC U CAT NPOWU3IBOANTENS,
agpec AepmaTtens pPerdcTpaumuoHHoro
yAOCTOBEPEHMA (CTpaHa), NeKapcTeeHHyl dopmy,
LO3NPOBKY, KONWMECTBO TabAeToxk B YNaxosxe,
WHPOPMALIMIO O COCTaBE IRKAPCTBEHHOrO Npenaparta
(HammeHOBaHVe ASICTBYIOUIErD BEWEeCTBa W ero
KOAWHECTBO, NepedeHb BCNOMOraTeNbHbIX BewecTs),
HOMED CepuM  (BRAKOMaIOWMA  MeCAY W rof
NPOM3BOACTBA), AaTy MWCTEYEHWA CPOKa (O4HOCTM
(rogeH Ao: Mecay 1 rog), YCA0BKA XpaHeHus, cnocob
NPUMEHEHMA: «[NA NPUEMa  BHYTPLD, YCNOBMA
OTNYCKA, HOMEP PErMCTPALMOHHOMO YA0CTOBEPEHUA,
NOTOTUN NPOM3BOAWTENA, Dapm-Koa, LUTPUXOBOM
KOA, ABYMEPHBIA WTPMXOBOH KOL, C NOAHOW WAK
4aCTU4HOM pacwudpoBKoi MHpORpMaLMK,
COAEPHAWENCA B ABYMEPHOM WTPUXOBOM KOAE WM
6e3 Hero, «CMOTPU MHCTPYKLUMIO N0 MEAULIMHCKOMY
NPUMEHEHWUION, «HE NPUMEHATS NO MCTEYEHUW CPOKS
rogHOCTMY, «XpaHuTe B HEAOCTYNHOM AAA AeTei
mMecTen.

[onoAHUTeNbHO HAa KapTOHHOM ynaxoske (nayxe)
AYBAMDPYRTCA TOProBOE HAMMEHOBAHKUE W 403MPOBKa
€ MCNONbL30BaHUem WpudTa Bparas.

PerucTPaUKOHHOTO YAOCTOBEPEHUA "
HaUMEHDBAHME NpPoOU3BOAMTENA
NexapcTeeHHOoro npenapara, HOMER Ccepuu
(BRAOHAIOWMIA MECAL, W TOf MPOM3BOACTEE),
0ata WMCTeYeHua CpoKa roaHoCcTM (mecsu v
roa).

Ha RapToHHOM ynakoBke (nauke) yKazawo:
TOPrOBOE HEWMEHOBEZHME  NeKapCTBEHHOro
npenapate (cosnagaeT ¢ MEKAYHAPOOHBIM
HEeNaTeHTo8aHHbIM HEHMEHOBHHHEM),
HaMMEHOBaHWe feDXKaTenR PerucTpauynosHoro
YAOCTOBEPEHUR " HaumerosaHue
NPOM3B0AMTENA NeKSPCTBEHHOrO npenaparta,
3Apec  NPOM3BOAMTENA  N@K3PCTBEHHOro
npenapata  (ctpawa, obnacts,  ropoa),
3NEeKTPOHHBLIA afpec U CalT NMpoM3BOAMTENR,
agpec fepsarenn PerucTPALMOHHOMD
YAOCTOBEPEHUA  (CTPaHa),  /IEK2pPCTBEHHES
¢opma, QO3MPOBKA, KONUYECTBO Tabnerok 8
YNaKoBKe, uHbOpPMaUKA o] cocragse
/IEKapCTBEHHOMO npenapaTta (HaumenosaHue
AEWCTBYIOWErD BEWECTBA ¥ ero KOAMHecTso,
fnepeyeHb BCNOMOTaTENbHbLIX BELWACTE), HOMEP
cepumn  (BRNKMBKWMIA  MECAL W DA
NPOM3BOACTSA), A3Ta  WCTEYEHMA  CPOKa
FOAHOCTH (roAeH O0: MECAL W rog), ycnosws
XpaHerun, cnoco npumerenus: « s npuema
BHYTPLY, yCAOBKA oTnyCcKa, Homep
PervcTPaUMOHHOIC YAOCTOBEPEHUMA, N0roTUn
npousBoanTena, Gapm-koh, WTPMXOBOM KOA,
ABYMEDHLIA  WTPUXOBOA KOA C YaCTHYHOR
pacwudpoBKoit KHOOPMEUMKY, CoaepKalLEeNcA
B ABymepHOm WTpMxosom Koge, «CmMoTpu
UHCTPYKUMIO no MEAMUMHCKOMY
NpMMEHBHWMIOY, «He MOUMEHATE N0 UCTEYeHUM
CPOKa roaHOCTUR, «XpaHWTe B HEZOCTYNHOM
ANA AeTen mecrte»,

LONONHWTENBHO Ha KADTOHHOW  YNakoBsKe
(nauxe) npoayBAMpoaaHs! Toprosoe
HauMeHOBaHue " A03MpOBKa C
uenonL3osaHuem wpndTa bpaina.

CpoKk rogHOCTH

3 roga

ropex no: 05/2027

ApaHeHue

8 33WMIeHHOM OT CBETa MECTE NpK TemnepaType He sbiwe 25 2C

3aknioueHue: COOTBETCTBYeT/ He CoOTBeTCTBYeT TpebosaHuam /M-Ne(002784)-(Pr-RU)-170723

./
vy
3am.HauancHuka OKK no npoussoacrsy: sk

Odopmaeno: IMasnosa O.IT,

(Heobxognmoe NOAHEPKHYTL)

L

74
/)

/ CykoHHukoBa T.M.

Crpanmua: 2 us 2




© OZON

MAPMANEDBTUKA

JInuensua Ne JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpewenue

Ha BBIIIYCK CEPHH NEKapCTBEHHOTO IIperapaTta B pealk3alyo

30D 447(04)

No 6667 ot

HaumeHoBanue npenapara

Topacemnn

Mexily HapeIHOE HENATEHTOBAHHOE, WIH IPYNNHMPOBAHHOE, Topacemun
WITH XHMHHECKOE HaHMEHOBAHHE

JlexapcTBeHHanA HopMa TabNeTKH
Jlosuposxa 5 mr

DopMa BBITTYCKA

TabieTky, 5 Mr (koHTypHas sueifkosas ynakosxa) 10 x 2
(mayka KkapToHHaA)

Howmep cepun 230624
KonnuecTno 37170 ynakoBox
JaTa Havana NpoH3IBOACTBA 25.06.2024

Cpox roanocts / I'oaex 1o

3 rona/ 05/2027

HopmaruBHas HOKYMEHTALUs

JITI-Ne(002784)-(PT-RU)-170723

Ceprudukar xauecTsa cepin

6667 ot 15.07.2024

HanmeHosaHie NpOH3BOAHTENLA

000 «O301»

Aulpec npou3BOMTEIs (BCE CTALMH NPOM3BOACTRA, BKITIOYAs
BbIMYCKAKOMIAN KOHTPOMb KauecTsa)

Camapcxas 0611, r.0. Xurynesck, r. AKurysiesck,
ya. mapoctpowTeneit, a. 6

PerucrpalnoHHoe ya10CTOBEpeHHE

JITI-Ne(002784)-(PT-RU)

Jlata rocyaapCcTBEHHOM perncTpaLun

17.07.2023

HanmeHOBAHKE NEPIKATE/ I PETHCTPALLKOHHOIO YI0CTOBEPEHHS

000 «ATonnm

Paspetiienue AeHCTBHTENBHO 10

05/2027

KommerTapuu

IlpuBcachHan Bbiwe WHHOPMALMS SBAACSTCH AOCTOBEPHOI 1 TouHO#H. Cepus NCKapcTBEHHOro MPENapaTa NPOMIBCICHA (BKIIONAR YNAKOBKY
{MapKHPOBKY) ¥ KOHTPOIIL KAUECTRA) HA NPOM3BOACTBEHHON TITOLLALKS B NONHOM COOTBETCTBHH ¢ TPeGoBaHHAMK JiMueHIHH, [Tpasu HaanCKaleH
[POM3BOACTBEHHOM MPAKTHKH, PErHCTPALMOHHOID 10Che. 3aMMCH 110 NPOHIBOJCTEY, YNAKOBKE M KOHTPOMNIO Ka4CCTBA NPOBEPCHBI, H VCTAHOBACHO

uX cooTBeTcTBYE Tpebosaumam Ipasu Hae el NPON3BOLCTECHHON NPAKTHKM.

/
[TPOOYKIIMA PAIPEIHEHA K PEAJIM3ALIUHA: Ifl Ja O Her
YnonHoMOYeHHOe JIHIO:
E@(xm//? Wienyesa Enesa Bnamumuposaa/ 1L/ /L L
noAlHCE /7 (5l Jlara

Crasuumar 1 ouan 1




PEAEPAABHAR CAYXEBA 10O HAA30PY
B COEPE 3APABOOXPAHEHMA

Ha BBOA B rpaxaaHckuil 060poT 8 Poccuiickoi Pesepayuu cepun unu napTum MMMYHOBWMONOrNYecKoro nekapcTBeHHOro

KOHTYPHBI¢ (2), nauku
KapToHHNe/ ~

(000 "Os0n™)

O6mecTBo ¢ orpanMucHnoR OTBETCTBEHHOCTHI0 "O30H" (000 “Os0n”), Poccus
(¥ naxosmmx/cpacormms ( BTOPHYHAS/TPETHUHAA yNakoBKa))

Hara suecenna 8 AHC Toprosve Hammemozans [pomssogurens & . & . . . . ! c_u-..m..”..unzzn. Homep Homep, nara
Pociapasnanopa P Hhee . (BLanyCKAIOUMA KOHTPOAS) Tpam: BEICHHS 0 CTAIHAX NPOH3IBONCTEA OPMATHEHAN NOKYMEHTALHs BBIMYCTHBINAA B CepHH, paspemeHns
TrpaxaaHckui obopor napTH ua HIII
Topacemmn; Tabnerkn § mr 10 Obumecteo ¢ OTPaHHYCHHOR oqwmﬂnﬂ.wamzogrs '‘Oson" (000 "Os0n"), Poccus
WT., YNaKoBkH Auefikossc Obuectso ¢ orpannuennof (Mpoussogutens (rotooit JI®)); Obuwecteo ¢ orpanuuentoi OTBETCTBEHHOCTBHIO
16.07.2024 ¥ OTBETCTBEHHOCTBIO "O30n" Poccua "Oso1" (00O "Os0u™), Poccus (¥Ynakosumk/dacosmms (s TICPBHYHYIO YTIAKOBKY)); JIN-Ne( 002784 )(PT-RU)- 170723 000 "Oson” 230624 -




