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CAPMALIEBTUKA Ha BEIIYCK CEPHH JIEKAPCTBEHHOIO IIpeliapara B peannéaump
3<I).‘447(04)
25 03 A

Me3gogor <% 8 WA g ?

Haumenopaune npenapara ATopBacTaTiH :

MexayHapoQHoe HeraTeHTOBaHHOe, WITH IPYNIHPOBOYHOE, ATopBacTaTHH ,

WIH XUMHUHECKOe HAaUMEHOBaHUE ,

JlexapcTBeHHas popma TabneTKH, NOKpHITEIE MNeHOuHOH 06010YKOH '

JHo3upoBxa ' 20 wr ' ‘

®opmMa BEITyCKa TaGNeTKH, MOKphIThIe IIeHOTHOH obonoukoi, 20 Mr

(xouTypHas auelikopas ynakoska) 30 x 1 (mayka kapToHHas)

Howmep cepuu 330325

KosmyecTBo 120 187 ynaxoBok

Jata Hayajia NpoU3BOACTBA 10.03.2025

Cpox roguocru / I'ogen no 3 rona/ 02/2028

HopmarnBhas noxymeHTaLms JII1-003533-141021

CepTH(HKaT KayecTBa CEPHH . 3808 0T 28.03.2025

HaumenoBaHWe npou3BoORUTENS 000 «O3zon»

Anpec npoussoanTens (BCe CTaaHK NPOH3BOICTRA, BKIOHAS Camapckas 06i., r.0. XXurynesck, r. JKurynesck,

BBITYCKalOLLMI KOHTPOJIb Ka4yeCTBa) ’ yJ. Fuppoctpoutenei, a. 6

PerucTpanronHoe yaocrosepenue JIT1-003533

Hara rocyzapcTBeHHO perncTpaunn 29.03.2016 r

HaumeHoBanue nepxatens peructpaurontoro yrocrosepenus| OO0 «ATomn»

Paspewenne pefictBuTeNbHO [0 02/2028

Kommentappw | e

IIpusenennas ssiwe nudopMauys ABAASTCA LOCTOBEPHOH M TOUHOM. Cepnsi IEKAPCTBEHHOIO NPEIIapaTa MPOM3BEAeHa (BKMOYAs YIAKORKY
(MapKHpOBKY) H KOHTPOME ' KAWeCTRA) HA NPOMIBOACTBEHHOM [NOLIAJKE B MOJHOM COOTBETCTBHM ¢ Ttpefopanuamu muueHsud, IIpasun
HaneKaeH Npou3BOACTBEHHOR NPAKTHKK, PErHCTPALMOHHOrO I0Che. 3aNHCH N0 NPOU3BOACTRY, YNAKOBKE H KOHTPOIMIO KaeCcTBa IPOBEPEHEY, K
YCTAHOBJIEHO HX COOTBETCTBHC TpeSopanuaM [Ipasuil Hagiekale! POH3BOACTEBCHHON NPAKTHKH.

IMPOOYKIIVA PA3PEIIEHA K PEAJIM3ALIMHA: "IQ/I[a O Her

YnonmHoMOYeHHOE JIAITO:
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Q;*‘ o Z O N Mecro uaxomaeHun: 000 «O30H», 445351, Camapckan 0611, r. Hurynesck, ya. Necounas, 34, 11
& Mecra ocyujecTBneHus nuueHspyemoii geatensrociu: 000 «QO30H», 445351, Camapckan 061, r. 0. Hurynesck, r. uryaesck, ya.
Tnapocrpoutesed, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;
JluyeHsus Munucrepcraa MpomsiwneHHocTy v Toprosan PO Ne J1012-00102-77/00010730

DAPMALEBTUKA

Ceptudukar kauecrtsa cepunt Ne 3808 or 28.03.2025

AtopeactaTiH, TabAeTKMU, NOKPLITbIE NIGHOUYHOM 060/i04Koi 20 Mr ‘
Toprosoe 0 13, ¢opma, A4

PerucrpaumorHoe yaocTosepeHue ﬂﬁ-003533

i

Homep cepuu 330325 "
HaTta Hayana npounssoacTsa 10.03.2025
Konnvectso 120 187 ynakoBoK
AHanu3 8bINO/HEH MO HOPMATUBHOMY SOKYMEHTY JiM-003533-141021
k MeToa KoHTpONA
Haumerosarue nokasartens PeaynbTaTt KOKTPOAA
HopmaTtusHOe 3HaueHue .
Onucanve BusyansHbii |
' TabneTku Kpyrable [BOAKOBLINYK/bIE, NOKPbITHIE TabneTku Kpyrable gaonkosbmyx‘pble,
MNEHOUHONM 060/104KOl 6enoro uau noytu 6esoro | NOKpbLIThe NAGHOYHOI 060A0UKONM 6enoro
usera. Ha usnome agpo 6enoro ugeTa. usera. Ha usnome agpo 6enoro ugera.
MoanuHHoCTL BIXX '

Bpema  ypepuBaHMA  OCHOBHOTO NWMKa  Ha '
XpOMaTorpamme UCMLITYEMOFO DPAcTBOPa [AO/IKHO
COOTBETCTBOBATH BPEMEHW YAEPHMBAHWA MMKa CoortseTcrsyeT :
atopsacraTMHa Ha  XpomaTorpamme  pacTsopa
cTaHaapTHoro o6pasya (CO) aTopeacTaTMHa KaabUuA
(pasaen «KonudectseHHoe onpegeneHues).

Pacrsopenue [® PO, Vd-cnekrpodoTomeTpus
He menee 75 % (Q) CasHasFN2Os (aTopeacratuna) 95 %
uepes 45 MWH DT 33ABI@HHOI0 COAePMHaHua,
PoacTeeHHble NpumMecy BIHX !
Joban epuHMYHEA HeMBEHTUGULIMPOBaHHEA NPUMECh
—ne Gonee 0,5 %. 0,08 % '
Cymma npumeceii - He bonee 2,0 %. 0,08 % f
OAHOPOAHOCTL 4O3UPOBAHUA [d PO, cnocob 1, YO-cnekTpodoTomeTprs 1‘
AVs15,0% 55%
KonndyecrseHHoe onpegeneHue B3XX
071 18,5 o 21,5 mr CssHasFN2Os (aTopBacraTuta) 8 19,6 mr
TabaeTKke.
MurpoBuonoruieckan yucToTa I'd PO, Kareropus 3 A,
Obuee uncno aspobHbix ;
MUKPOOPraHu3amos s 1r He 6onee 1:10° KOE/ r/mn ; MeHee 1-10*KOE }
OBlee YNCA0 JPOKIKEBLIX U 1
naecHesblx rpubos s 1r; He 6onee 1-102KOE/ r/mn ; MeHee 1-102KOE
Escherichiacolis 1r. orcyTcTeMe B 1 r/mA. Ovcyverayer
YnaKosKa Mo 10, 30 TabneTok B KOHMTYPHylo auelikoBylo | 30 TabaeToK B KOHTYPHOI# AUElKOBOM
' YNAaKOBHY W3 MAGHKM NOAMBUHUIXNOPUAHOM, AMEO | YraKoBKe W3 MAGHKU NOAMBMHUAXNOPUAHON
NAGHKK ¥ GOAbIM  BNOMMHMEBOW  neyaTHol
NOAVBUHUNXAOPUAHOA/NONMBURUAMARHXAOPUAHON | NBKMPOBAKHONA. '
1 GONbIY aNIOMUHBMEBON NEUaTHOM N2KKUPOBaHHOM. 1 KOHTYpHas suelfKoBasA yrnaKosKa BMecCTe ¢
Wnn no 10, 30 Tabneroxk B KOHTYPHYIO AYEMKOBYIO | UHCTPYKUMEd no MeaNUMHCKOMY
YMaKoBKy M3 martepuana KOMBYHMPOBAHHOIO Ha | NPUMEHEHMIO (AncToK-BRAALIW)

V- |
ocHose  ¢osbru  (TPEXCnoWHbli  maTepuan, | NOMELEHS! B KAPTOHHYIO YNaKoBKy (Mauky).

BKAIOYBIOWMA anoMUHKEBYIO GONbry, MNAEHKY W3
OPUEHTUPOBAHHOTO noavamupa,
NOAMBUHWAXAOPUAKYIO TNEHKY) WAM  maTepuana
aHaNorMYHOro Kavecrsa W GOoAbIvM BAICMUHMEBON
NeyaTHoM NaKMPOBaHHOMN. ’

1, 2, 3, 4, 9 uau 10 KOHTYPHbIX S4eNKOBLIX YNaKOBOK
BMECTE C  UHCTPYKUME No  meauuUMHCKOMY
npUMeHeHW0  (IMCTOK-BKAAALIL) nOmMewaorT 8
KapTOHHYIO YNaKOBKY (nauky).

Mapruposka Ha xoHTypHoii sdeiikoBoit ynakoske (6ivcrepe) | Ha  KOHTYpHOR — Auelikosoil  ynaKoBke
YKa3blBaloT Toprosoe HavmeHosaHue | (Baucrepe) YKasaHo: TOprosoe
NlexapcTBeHHOro  npenapara (coBnagaeTr ¢ | HaMMeHOBaHME NEKAPCTBEHHOrO npenapata
‘MeMayHapOAHbIM HenaTeHTOBaHHLIM | (coBnagaer c MERAYHapOgHbIM
HaumeHOBaHUEM), NIEKAPCTBEHHYIO dopmy, | HenaTeHTOBaHHLIM HaumeHOBaHUEM),
[OSUPOBKY, HauMEHOBaHUe BEpHaTens | nexkapcrseHHasn dopma, [031POBKa,

Odopmiteio: Uladacsa AA. ' Crpauuua; 1 13 2
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(:/ OZON Mecto Haxomaenua: 000 «O30m», 445351, Camapckas 061, r. Kurynesck, ya. MecouHas, 34. 11

DAPMALEBTUKA

Mecra ocywecrsnesna nMueHsnpyemoit aestensroctu: 000 «O30H», 445351, Camapckan 064., r. 0. urynesck, r. urynesck, ya.
fwapoctpouteneil, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

JNlnuexana MuHuctepcTsa MpOMbIWAEHHOCTY U Toprosam PO Ne /1012-00102-77/00010730

PervcTpaLmMoHHOro YAOCTOBEPEHUS "
HaUMEHOB3HWE NpOM3BOAMTENA  NIEKaPCTBEHHOMO
npenapara, Homep cepuu (BKNKYKOWMIA MecAal, u
rof, NPOM3BOACTBA), A3TY UCTEUEHUA CPOKA FOAHOCTM
(mecau u roa).

Ha KapToHHOW ynakoBke (nauxke) yKasbisaioT
TOprosoe HaumeHoBaHume NeKapCTBEHHOro
npenapata  (cosnagaeT € MEeXAyHapoAHbIM
HENaTEeHTOBaHHbLIM HaumeHoBaHWeMm),
HavMeHOBaHUe  [ep)aTens  PerucrpaLMoHHOro
YAOCTOBEPEHMUA M HIUMEHOBAHUE NPOM3BOAMTENA
/leKapCTBeHHOro npenapata, aapec npov3soauTens
NeKapCTBeHHOro npenapata  (cTpaHa, o6nacte,
ropoa) (ana nnowagku 000 «O30H»), apgpec
npov3soauTens NeKapCTBEHHOro npenaparta
(cTpaHa, 06.nacTb, ropoACKoM OKPYr) (anA NAoWaAKM
000 «030H dapm»), 3NeKTPOHHbLIM agpec u canT
Npou3BOAUTENS, aapec Aepwarens
PerncTpaunMoHHoro yAocToBEpeHuUs (cTpana),
NEeKapCTBeHHYI0 GOpMY, A03MPOBKY, KOAMYECTBO
Tabnetok B8 ynakoBKe, MHOOPMauMiO O CcocTase
NeKapCTBEHHOrO npenapara (HaumeHoBaHve
AENCTBYIOWero BewecTsa M €r0  KOAWYecTso,
nepeyeHb BCMOMOraTeNbHbIX BELECTs), Homep
cepuu (BKMKOHAIOWMIT MECAL, U roA NPOU3BOACTBA),
£aTy NCTeYeHMA CPOKa roAHOCTM (roAeH 4o: mecal, 1
rofl), yCNoBus XpaHerus, cnocob npumeHeHus: «ns
npuema BHYTPbY», YCNOBMA  OTNYCKa, HOMep
pPerucTpauyuoHHOro yA0CTOBEPEHUS, noroTun
npoussogutens, Gapm-KoA,  WTPUXOBOI  KOA,
OBYMEDHbIM  WITPMXOBOM KOA C NOAHOW  wAM
YacTUYHOM paciwmdpoBKo nHbopmauumm,
copepxalleinca 8 4BYMEPHOM LWTPUXOBOM KOAE MK
6e3 Hero, «CMOTPU MHCTPYKUMIO NO MEAULMHCKOMY
NPUMEHEHUIO (AMCTOK-BKNAALIW)», «He NpUMeHATb
N0 WCTEYEHWM CPOKa TOLQHOCTU», «XpaHUTb B
HeAOCTYNHOM 417 AeTei mecTe».

[lonoNHMTENbHO Ha KapTOHHOM ynakoske (nauxe)
[ybanpyeTca TOprosoe HaumeHOBaHMUE ¥ A03MPOBKA
C UCNoNb30BaHUem WwpudTa Bpanna.

HauMeHoBaHue nepxatens
PErUCTPALUMOHHOMO  YAOCTOBEPEHWA U
HaumeHoBaHue npow3soauTens

NeKapcTeeHHoro npenapara, HOMep cepuu
(BRNMONaOWMI MecAL, 1 rof NPouU3BOACTBa),
Aata WCTEYeHMA CPOKa rogHOCTH (Mmecsau, u
rog).

Ha KapToHHO! ynakoBKke (nayke) ykasaHo:
TOProsoe HauMeHOBaHWE /IeKapCTBeHHOro
npenaparta (COBMafaeT ¢ MexayHapoAHbIM

HENaTeHTOBaHHbLIM HauMeHOBaHuem),
HaumeHoBaHue Aepxatens
PErnuCTPaUMOKHOTO  yAOCTOBEepeHus "
HaumeHoBaHue npovssoauTens
NIeK3PCTBEHHOrO npenapara, aapec

NPOW3BOAUTENA NeKapCTBEHHOrO npenapata
(cTpana, o6nactb, ropoa), 3NEKTPOHHbIN
3Apec W calWT npousBoAuTeNs, aapec
Aepatens PerncTpaLMoHHOro
YAOCTOBEpPeHUR (CTpaHa), nexapcTeeHHas
dopma, AO3UPOBKa, KOAMYECTBO TabNETOK B
ynakosxke, uHpopmauus O  cocTase
/IeKapCTBeHHOro npenapara (HaumeHoBaHue
AeiCTBYIOWEro BeWecTsa U ero KOAMYecTso,
nepeyeHb  BCNOMOraTeNbHbIX  BEWEecTs),
HOMEp cepuu (BKNIOYAIOWMI MeCal, U rop,
Npov3BOACTBa), [Jata  UCTEYEHWSs CPOKa
ro4HOCTY (roAeH A0: MECAL U rog), YCA0BUR
XpaHeHus, cnocob npumexenus: «Ans
npuema BHYTPbY, YCNOBMA OTMYCKa, HOMEp
PerucTpauMoHHOro YA0CTOBEPEHMA, NOrOTUN
npoussogutens, ©Gapm-Koa,  WTPUXOBOM
K04, [ABYMEpHbIM  WTPUXOBOW KOg C
4aCTUYHOW  paclmndpoBKOM MHOOPMaLMK,
CoAepMHalleics B [ABYMEPHOM LWTPUXOBOM
Kope, «CmoTpum MHCTPYKUMIO no
MEAMUMHCKOMY  NPUMEHEeHMI0  (AWCTOK-
BKNaAbIW)», «He NPUMEHATb MO UCTEYEHUM
CPOKa rOAHOCTMY, «XPaHUTL B HEAOCTYMHOM
LNA feTen mecten.

[OoNOAHUTENEHO Ha KapTOHHOM YynakoBKe
(mauke) npoAay6AnpoBaHbi TOProsoe
HauMeHoBaHue " 003UPOBKa c
ncnonb3osaHvem wWpudra bpans.

CpoK roaHoCTH

3 ropa

ropeH no: 02/2028

XpaHexue

Mpu TemnepaTtype He sbiwe 25 °C B KapTOHHOW ynakosKe (nauyke).

3aknueHue:

O¢opmneno: 1lladacra A.A.

pd

HayanbHuk OKK:

=/ Kupunuua N.0. )

cooTBeTcTByeT/ He cooTseTcTayeT Tpebosanuam J1M-003533-141021
(Heobxoarmoe NoAYEPKHYTH)

Crpanuua: 2 n3 2
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PAALHAR CAYXEBA TI0 HAASOPY
'E SAPABOOXPAHEHMS

«CBefeHnA, BHeECEHHbIE B aBTOMaTU3MPOBaHHYI0 MHPOPMaLMOHHYII0 cucTtemMy Poc3gpaBHag3opa nepes BBOLOM B
rpaxgaHCcKuin 060pOT Cepuii, NapTWii IeKapCTBEHHbIX cpeacTs/ Hdopmauma o BbiAaHHbIX POC34paBHAA30pOM pa3peleHmax

Ha BBOJA, B rpaxaHCKnin obopoT B Poccuinckon ®epepaumm cepun nan napTmm MMMyHOdMO10rnYeckoro 1eKapcTBeHHOro
npenapaTa, Nno COCTOAHMIO Ha 19.09.2025 15:39»

YNAKOBKH SYCHAKOBBIC
KoxTypHsie (3), nauxku
KapTOHHBE/ ~

"BHOXHMHK")

JI1-006573-171120

. Opranuzauus, Iucema 06
Jlara BHecenus B Ipoussoanrens Homep Howmep, nara
BbINYCTHBIIAS B HIBATHH
AHC Toprosoe ( y Crpana CBeieHHs! 0 CTAAHAX NPOH3BO/ICTBA HopmaThBHAS JOKYMEHTaIHs ———, CepHH, paspemenus JIC (Homep,
Pocanpasnansopa KOHTPO. NAPTHH na WL g
11! 130p: HTPONb) obopor P nara)
Heny6anunoe akunoneproe obmectso "Cesepuas se3pa” (HAO
Aropsactaran-C3: 1a6nersu "Cesepuas 38e31a"), Poccus (Y nakoBumk/dacopumk
- pb”m: nchln)q;m;? ) HéiivGaiinge (BTOpHUYHas/TPeTHYHAs ynakoBka)): HenyOnmuroe axumoneproe
oéml:ouxoﬁ 20 mr 30 wr aKIMOHEPHOE OBUIECTEO 06uectso "Cesepuas se3a” (HAO "Cesepuan 3se3aa”), Poccua HAO "Cesepuas
03.04.2025 o = " 1HOHEP! . Poccus (IMpoussoautes (rotosoit JI®)); Henybmunoe akimonepioe obmectso JITT-Ne(003416)-(PI-RU)-110324 o P! 330325
YHAKOBKH AYEHKOBbIE Cesepuas 3se3ga” (HAO "Cenepuas 3se3na” (HAO "Cesepan 3se3na”), Poccus IBEILA
KOHTYpHbie (3). na "CepepHas 38e3na" e s >
k‘: “’V’SH::/ ~) Sl Cencpuan 3pe3na”) (Y nakom#k/(acoBuHK (B Nepuunyio ynakosky)); HenyGanunoe
i aknmonepHoe obmectro "Cepepras 3sesta” (HAO "Cepepnas 3sesa”),
Poccus (BeinyCRaoumi KOHTPOL KauecTsa)
Artopsacta eancopt; - ~n
1%1[:(1(1: [::: ]:/fnﬂl: po Axnmoneptoe obmectso "Meancopd” (AO "Meaucopd”), Pocens
nnc’uuuuu‘i« UDEH‘UM'KU“ 40 Arumoneptoe obuecTso (NMpoussogutens (rorosoit JIP)); Akunonepuoe obmectso "Meaucopb”
01.04.2025 10 1., YIAKOBKH SYEHKOBbE “"Meauncopd” (AO Pocens (AO "Meaucopb"), Pocens (Y nakoBiMk/hacoBiK (B neppHunyio JIT-Ne(001223)-(PI-RU)-240424 AO "Meancopd” 090330325
xumvuniu:- (9). nauxu "Meauncopd”) YNakoBKy)): AKunoneptoe oduectso "Memcopd” (AO "Meauncopd”),
P ' Poceus (Y nakc P < (B1OF TPETHYHAA YNAKOBKA))
KapTOHHble/ ~
ArtopsacTatui: TabneTky,
NOKPBITHIE (LICHOYHO# Obwectso ¢
& | i PR R — e rme e ™ " " "
28.03.2025 obonouxkon -OAMF 30 mr.. OTPaHHYCHHOR Pocenst O0BImIECTBO ¢ OrPaHHYCHHOM 0TBETCTBEHHOCTHIO "O301" (000 "Os0u"), JIM-003533-141021 000 "Oson" 330325
YIAKOBKH 4EfAKOBBIE OTBETCTBEHHOCTHIO Poccus
KOHTYpHue (1), mauku "Ozon" (00O "O30n")
KapTOHHHe/ ~
ATOpBaCTATHH: TaOACTKH,
TIOKPbIThIE [LICHOYHO# AKIHORCPHOE OBIECTSO
Gonouxoit 20 mr 10 .., : wm . -006573-171120; Ham. Nel & .
24.02.2025 oGaupxo 20r 1 "broxumuk” (AO Poceun Axumoneproe obwectso "buoxumuk” (AO "buoxumuk"), Poccus LY 2 AR AO "BbHOXHMHK] 330325




