JInuensus Ne 00176-JIC

€ OZON

TAPHMALIEBTUKA

O GMP/EAEU/RU/01032-2023

Ha BBIIIYCK CepHH JIEKapCTBEHHOTO npenapaTta B peanA3alyio

Pazpemienue

3.447(04)

No 406 ot 12 mapta 2024 1.

HaumeHOBalKe npenapara DypoceMnn

MeKIyHapOJHOE HeNATEeHTOBAHHOE, HIIN MPYNNHPOBOUHOE, QypocemMul

WM XHMHYECKOe HauMCHOBaHNE

JlekapcTeeHHad Hopma TabaeTkH

Ilosuposka 40 mr

Dopma BbITYCKa tabeTku, 40 Mr (KOHTYpHas AuelkoBas ynakoska) 25 X 2
(mauka KapToHHas)

Homep cepuu 100224

Konuuectso 92160 ynakoBok

Jlata Hayana NpoH3BOACTBEA 27.02.2024

Cpoxk roauocty / 'onen Ao

2 roga/ 01/2026

HopmaTuBHas JOKYMEHTAaLMA

JI[I-Ne(001270)-(PT-RU)-290922

CeprudukaT kauecTsa CepHi

406 ot 12.03.2024

HaumeHOBaHHKE [IPOR3BOJIHTEINA

000 «0O30n PapM»

Anpec npou3BoauTeNs (BCE CTAANH TPOM3BOICTEA, BRIOUAA
BBITY CKAIOLLUAH KOHTPO/b KauecTBa)

Camapckas 061, r. 0. Toasarts, Tep. 03 IIIIT, maructpans
3-a3p. 11, cp.]

PerucTpalMoHHOe YIOCTOBEPEHNE

JITI-Ne(001270)-(PT-RU)

JaTa rocynapcTBeHHON PErHCTPaLiy 29.09.2022
HaumeHOBaHHe fepikaTea perucTpausonroro yrocroseperns| 000 «Atoan»
Paspemenne NefiCTBUTENLHO 10 01/2026

Kommentapuu

TlpuBedckHas Builic WH(OPMALEA HBAACTCA AOCTOBEPHOH M TOWHOM.

Ceprst NEKapCTBEHHOrO Npenapata mponsseicHa (Bmouad

yIaxoBky (MApKWPOBKY) M KOHTDOJIb KA9YCCTBA) Ha NMPOM3BOACTSEHHON MIOIAIKE B NOTHOM COOTBETCTBMH ¢ TPeOOBAMMAMH JTMLICH3NA,
[TpaBun Haunewaweil MPOM3BOJCTECHHOMN NPAKTHKY, PETMCTPALMOHIIOTO LOCHE. 3arucK N NPOM3BOICTBY, YNAKOBKE H KOHTPONIO Ka%eCTsa
NPOBEPEHB, H YCTAKOBACHO MX cooTReTCTRIE TpeSoBamuaM [Tpani Halieskaled [IPOH3BOLCTBEHHOH NPAKTHKM.
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DLPMAIEETINA

Mecro naxompenna 000 «O3oH Papma: 445043, Camapekas o6, r. 0. ToneATTH, Tep. 033 NNT, maructpans 3-n, 34. 11, crp.1.
MecTa ocyWecTaAeH1A NHUEHIMpYeMOi AeATensioctu 000 «030n Dapmn: Cama
34, 11, crp.1. Ten.cor.: 479874599593, 4798774599994

pckaa b, r. 0. ToabATTy, Tep. 033 NNT, MarucTpans 3-a

Nuuensua MusucTepceraa NpoMBILASHHOCTH U Toproean P® N2 00176-1C

CepTudurar kauecTsa cepuu Ne 406 ot 12.03.2024

Pypocemmna, Tabnetku 40 mr

Homep cepuu

DOata Havyana npoussoacTsa

Konuyecrso

AHa/13 BbINONHEH MO HOPMATUBHOMY AOKYMEHTY

TCProBoe HAMMEHCEIHHE NOXIPCTREHHOTO np&napata, "3

an popma,

Perncrpaunontoe yaocrosepenne J1M-Ne( 001270)-(Pr-RU)

100224
27.02.2024

92160 ynakosoK

NIN-N2(001270)-(Pr-RU)-290922

HaumeHosaHWe nokaszatens

Metoa koHTpoas

HopmaTtuBHOE 3HaveHue

PesynbTat KoHTpoas

Onucanme

Bu3ayanbHbId
Kpyrable nnockouuamHgpuueckue Tabnetku Benoro waw

Benoro ¢ KpemosaTLIM OTTEHKOM UBeTa c¢ PHUCKOH ¢
backon.

Kpyr/ible naocKouMAMHaPHUECKHe
Tabnetkn Genoro useTa ¢ pUCKON 1
Hackoi.

MogauHHOCTL

Y@-cnexktpodoTomerpua

YNbTpaduoneTosbie CeKTPLI NOMOWEHUS MCNBITYEMOTO
pacTeopa u pacteopa CO ¢ypocemuaa s o6aacTi ot 220
A0 300 KM OMKHBI UMETE MAKCUMYMbI M MUHHMYM Npr
OAHMX M TeX e AAnHEX BONH (+2 Hm) (pasaen
«Konu4ecieeHHoe onpegieHnen).

KauecTBeHHaR peaKUMA Ha aMUHOIDYNN
PHONETOBO-KPACHOE OKPaLLMBAHKME

CooTeercreyer

Coortaercrayer

Pacrsopexue

[® P®, YO-cnektpodoTomerpua

He metee 75% (Q) Ci2HuCIN20sS (dypocemuga) vepes 45
MUHYT .

98 %

PoacTeeHHbIe npUmech

BIMX
4-xn0op-5-cynbhamMonNAHTPHKAOBERA KUCNOTE — He Bonee
1,0%,;

/loban Apyras eauHUYHaR npuMecs — He Gonee 0,25 %:
Cymma npumeceid (3a uckniouennem 4-xnop-5-
CyNbGaAMOMNAHTPDAHMNOBON KUCAOTHI) — He Bonee 0,5 %.

0,02 %
He o6Hapymero

He oBHapymeHo

OfOHOPOAHOCTL AO3MPOBaHKA

[® PO, Yd-cnekrpodoTomepua

Obuwee 41cao azpobHbix
MHWKpPOOpPraHMsmos B 1 r;
OBwee YUCND SPOHGKEBLIX U
naecHesbix rprboe B 11;

He 6onee 1-10% KOE/ r/mn;

He Gonee 1-10? KOE/ r/mn;

AVs 15,0% 1,9%
KonuyecteenHoe Y®-cnektpodotomepun L
anpeggnerve O737,0 8o 43,0 mr, Ci2HnCIN2OsS (pypocemuaa) 8 39,7 mr
Tabnetke.
Mukpofuonoruueckan [® Pd, Hateropus 3A
YMCcTOoTa

Meree 1-:101 KOE

Meree 1-10 KOE

Escherichiacolis 1. OTCYTCTBUE B r/mn. OtcyTcTeyer

Ynakoska Mo 10, 25, 30, 50 Tabnetox B KOHTYPHYID Auelikosywo | Mo 25 Tabnetok 8 KOHTYPHOH AuYeiKoBsoi
YN3KOBKY M3 NABHKW MONWBUHUAXNOPUAHON, W (oasrk | ynakoske n3 NAGHKK
ANIOMWHWEBON NeYaTHOM NaKUpPOBaHHOM, NONMBUHWAXNOPHUAHOW “ bonbrn
Mo 10, 20, 30, 40, 50, 60 unu 100 Tabnetok B GaHKKU U3 | ANOMUHUEBON NeYaTHON NAKUPOBAHHOM,
NOAM3ITUAEHTEPedTANaTa [NA NEKAPCTBEHHLIX CPEACTE, | 2 KOHTYPHbIE AYEIKOBbIe YNaKosKkM BmecTe
AW NOMUNPOMUNEHOBLIE ANA NEKAPCTBEHHBIX CPEACTB, | ©  MHCTPYKUME N0 MeAMUMHCKOMY
YKYNOPEHHbIE KPLILKAMM W3 NOAMITMUAGHE BLICOKOTO | NPUMEHEHWKIO (nucTok-BrNagEIW)
AJB/IBHUA  C  KOHTDONBM  NEPBOrO  BCKPLITMA, WMAM | MOMEWEHE B  KAPTOHHYIO YN3KOBKY
KpBlWKaMK NOAMNPONUAEHOBBIMK C CUCTEMON «HaMaTb- | (mauky),
NOBEPHYTLY, MAM KPbIWKAMW M3 NOAMITUNGHA HU3KOrO
[3BAEHUA C KOHTPONEM NEPBEOT0 BCKPBITHA,
CeobopHoe npocTpaHcTEo B BaHKe 3ano/nHAIOT BaTOM
MEAWUMHCKON MMrPOCKONKWYLCKON,
Ha BaHKy HaKNeuBaloT ITUKETKY CAMOKARALLYHOCH,
Oany Bauvky wan 1, 2, 3, 4, 5, 6 wam 10 KOHTYPHbIX
AYEMKOBBLIX  YNAaKOBOK BMECTE €  MHCTpyKuMeid no
MEAMLIMHCKOMY NPUMEHEHKIOD (nucTok-Brnaabiw)
NOMELLAIOT B KaPTOHHYIO YNaKoBKY (nauky).

MapKuposka Ha xoHTypHo#  aueiikoBoi  ynakoske  (6amcrepe) | Ha HOHTYPHOR  AYeWKOBOM  ynakoBske
YKa3blBAlOT TOProBoe HaumeHaBaHue sekapcreexHoro | (Gnwctepe) yKasaHo: TOproBoe

Odopmneso: Benosa H.C.

Crpanuua: 1 m3 2




fj MecTo HaxomaeHua 000 «O3o0H Gapmn: 445043, Camapekar 06a., 1. 0. TonbATTH, Tep. 033 NNT, marucTpane 3-8, 34. 11, c1p. 1.

¢ OZON

CAPMALERTVEY

MECTa OCyLIe CTBARHMA MUEHINpYeMOii geatenHocTh 000 «030H Gapmy: Camapckan abn., 1. 0. ToabaTTH, Tep. 033 MMT, marncrpans 3-a
34, 11, crp.1. Ten.cor.: 479874599993, +798774599994

Nnuenans Munucrepcraa NpombiwneHsocT u Toproanu PO Ne 00176-1C

MEeMAYHaPOAHBIM
HAaKMEHOBAHUEM), NEKAPCTBEHHYIO
HauMeHOoBaHue Aepwarenn
PErncTpauMoHHOro YAOCTOBEPEHHUA W HaumeHoBaHue
NPOU3BOAMTENA NEKApPCTBEHHOrO npenapara, Homep
cepuy (BRAIONAOWMIA MECAL, W rOf, NPOM3BOACTEE), AaTy
WCTEYEHWA CPOKA FOAHOCTH (MecAL, M roa).

Ha atuKeTke BaHKM yKa3biBaOT TOProBoe HaMMEHOBaHWE
NEKAPCTBEHHOMO npenapaTa (coenapaer c
MEM{IYHaPOAHBIM HENAaTEHTOBAHHBIM HaWMEHOBaHMEM),
neKapcTseHHyo GopMy, [O3MPOBKY, KOAMUECTBO TaBNeToK
8 Ganke, cnocob npumeHeHwa: «[1A npuema BHYTPLY,
HaWmeHoBaHHe aepxarena PervcTpayMoHHOro
YAOCTOBEPEHUA M H3AMMEHOBaHME  NPOM3BOAWTENA
NeKapCTBEHHOrO Mpenapata, AOroTMN NPOM3BOAWTENA,
dapm-Kog, HOMEp Cepuu (BKAIOYZOWWMA MECAL W o4
NPOM3BOACTEA), AATy MCTEYEHMA CPOKA roaHOCTH (ropen
[0: Mecau M roa).

Ha KapToOHHOM ynakoBKe (Nadyke) ykasbiBaloT TOProsoe
HauMeHOBaHWe NeKapcTBEHHOrO NpenapaTta (cosnagaer c
MEMAYHAPOAHBIM HENATEHTOBAHHLIM HauMEHOBaHWEM),

npenapata (coBnapaet C
HenaTeHTOBaHHbIM

Gopmy,  AO3NPOBKY,

HanmeHoBaHWe aeparens DErMCTPaUMOHHOTO
YAOCTOBEPEHMA M HAUMEHOBAHWE  NPOW3BOAWTENA
NeKapCTBEHHOrO Npenapata, ajApec NpoM3BOAUTENA

NekapcTBeHHoro npenapata (cTpada, obnacth, ropoa),
(ans nnowapkn OO0 «O30H»), anpec NPOW3BOAWTENA
/IeKapCTBEHHOrO npenapata (cTpaa, 0BnacTb, ropPOACKOH
okpyr) (ana naowaakn 000 «O30H Dapm»), INEKTPOHHLIA
agpec W CanuT NPOM3BOAMTENA, ajpec AepwaTens
PETUCTPALMOHHOTO YAOCTOBEPEHUA (cTpama),
NekapcTBeHHyo Gopmy, A03MPOBKY, KOAWYECTBO TabneTok
B ynaxkoeke, WHHOPMAUMIO O COCTABE NEKAPCTBEHHOID
npenaparta (HauMeHOBaHWe ABACTBYIOWEro BeWecTsa M
ero KONMYECTBO, MNepeyeHb BCNOMOraTeNnbHbIX BELECTS),
HOMEP CEPUM (BHNKOYAIOWMIA MECAL, 1 T0f4 NPOM3BOACTBA),
A3TY UCTEUEHWA CPOKA rOAHOCTH (FOAEH A0: MECAL W roa),
YCNOBMA xpaHeHus, cnocob npumeHenus: «fna npuema
BHYTPb», YCAOBMA OTNYCKa, HOMEP PErucTPaunoHHOro
YAOCTOBEPEHWA, NOroTMN  npoussogutens, dapm-xop,
WTPHUXOBOW KOA, OBYMEPHbIW LWTPUXOBOW KOJA € NONHOM
WAK YACTMYHOI pacwudposKoi UHbOpMaLLMH,
COAEPAWENCA B ABYMEPHOM WTPUXOBOM KoAe unm Ges
Hero, «CMOTPM  MHCTPYKUMIO N0 MeauuMHCKoMY
NPUMEHEHUIO (NMCTOKR-BKAAALIW)», «He npUMEHRTL no
WCTEYEHNM CPOKA FOAHOCTM?, «XPaHWTL B HEAOCTYNHOM
ANA ABTEH mecTey. -

[onofHMTENBHO H&  KAPTOHHOW  ynakoske  (nauke)
nyGnupyeTcA TOProsoe HaMMEHOBAHWME W [AO3MPOBKA C
MCNoNb3oBaHuem WpudTa Bpaina.

HauMeHoBaHue NIeKapCTBEHHOTO
npenapata (COBNaaaeT ¢ MEmAYHAPOAHBIM

HENaTeHTOBAHHbIM HauMEHOBaHHEM),
NexapcTeeHHas  fopma,  A03MpOBKa,
HauMmeHoBaHue Aeparens
PErvCTPaLMOHHOrO  YAOCTOBEPEHWA W
HaumeHoBaHue NpoW3soauTeNA
NeKapCTBRHHOTO Npenapara, HoMep Cepuk
(BrAOMAKOLLUA Mecay 7 rog

NPOW3BOACTBA), A3Td MWCTEMEHMA CPOKA
roaHocTH {(MecaL 1 roa).

Ha xapTOHHOW ynakopke (nauke) ykasaHo:
TOProBOe HaWMEHOBAHWE NEKAPCTBEHHOMO
npenapata (COBNagaer ¢ MEXAYHapoAHbIM

HENATeHTOBaHHbIM HaUMEHOBaHUEM),
HaumeHoBaHWe LepaTenn
PerMCTPaLMoOHHOIO  YAOCTOBEPEHMA W
HaumeHoBaHWe nNpoU3BOAMUTENA
NeKapcTBEHHOO npenapara, aapec
NPOM3BOAUTENA NEKAPCTBEHHOMO

npenapata (ctpama, o6nacTs, rOpPOACKOM
OKPYr), 3NBKTPOHHbIM 3OpeC W CaWT
NPoOU3aBOAUTENA, appec AepraTens
PErMCTPALMOHHOTO YAOCTOBEPEHUA
(cTpana), NeKAPCTBEHHARA bopma,
AO3UpOBKA, HKoAuuecTBO  Tabnetok B
ynakoexke, uWHbOpMauMQ ©  cocTase
NEHPCTBEHHOMD npenapara
(HaumMeHoBaHME ORACTBYIOWErD BEW|ECTBa
7 ero KONWUYECTBO, nepeyeHsb
BCNOMOTATENbHEIX BEULECTB), HOMEP CEPUK
(BRAKOYEKOWMA Mecay, " roa
NPOM3BOACTBA), MAATA WCTEYEHMA CPOKa
rogHocTHM (rogeH p[o: Mecay W roa),
YCAOBMA XPaHeHWa, Cnocob NpuMEHEeHUA:
«[lng npuema BHYTPbLY, YCAOBMA OTNYCKA,
HOMEP PErucTPaLMOHHOIO YAOCTOBEPEHUA,
norotMn  npou3soauTens,  Gapm-kopa,
WTPUXOBOM KOA, ABYMEPHBIW WTPUXOBOW
KOA €  4YacTM4HOW  PacWwudpOBKOM
nHpopmaumm, copepHallencs B
ABYMEPHOM WTPMXOBOM Kopae, «CmoTpun
MHCTPYKUMIO no MEMLMHCKOMY
fpUMEHEHWIo  (AWMCTOK-BKNagbiw)®, «He
NPUMEHATL N0 WCTEMEHMM  CPOKa
FOAHOCTHY, “XPaHWUTL B HEAOCTYNHOM ANR
aetei mecten.

[lonosHMTENLHO HAa KAPTOHHOM YnakoBke
(nauke) npoaybnmpoBaHo TOproeoe
HaWMEHOBaHUE 7 A03WpOoBKa [
MCNoNb30BaKWem wpudta Gpaina.

CpoOK rogHoCTH

2roga

lopgex no: 01/2026

XpaHeHue

B 3aWMIEHHOM OT CBETA MeCTe Npu Temneparype He Bulwe 25 °C.

3aKknoueHHe: CooTBeTcTBYeT/ He cooTeeTcTeyeT Tpebosanuam JIM-Ne(001270)-(Pr-RU)-290922
(HeoBxoaMmoe NOAYEPKHYTL)

Odopmneno: Benora H.C.

3amecTuTens HavanbHuKa OKK: é?é

Crpannua: 2 13 2
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