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&~ OZON

DAPMAUEBTHKA

Meero HaxowaeHua: 000 «Oson», 445351, Camapckan o6, r. Hurynesck, ya. Mecounas, 34. 11
MecTa oCyLWecTBAEHMA NMLeH3Iupyemoi deaTtensHocTh: 000 «O3oH», 445351, Camapckan 0b.., 1. 0. Murynesck, r. *Muryaesck, yi.
TmopoctpouTened, 4. 6; Ten. +79874599991, +79874599992, (84862) 250-00, dakc (84862) 341-09;

NuueHsua Musuctepersa NpomblwnexHocty u Toproeau PO Ne J1012-00102-77/00010730

CeptuduKaT Kauectsa cepuu Ne 849 ot 21.01.2026

NosapTaH, TabneTku, NOKpbITbIe NAeHoYHOoW o6onoukoi 100 mr

Homep cepun
[ata Ha4yana npousBoACTBa
KonuyecTso

TOProsoe HaumeHoBaHWe NeKAPCTBEHHOMD NPENapaTa, NeKkapcTeeHHan GopmMa, 403NPOBKa

PervcrTpallioHHoe yoocToBepeHue JIM-Ne(004829)-(Pr-RU)

AHan13 BbINOJHEH M0 HOPMATUBHOMY LOKYMEHTY

471225

27.12.2025

20 700 ynakoBok
NM-Ne(004829)-(Pr-RU)-110324

HavmeHoBaHWe Noxasartens

MeToa KOHTPOAA
HopmaTusHoe 3HayeHue

PesynbTaT KOHTPOAA

OnucaHue Bu3yansHbli
UMAanHopUUecKMe OBOAKOBbINyKAble TabneTky, | LMAMHOpUUYECKMEe [OBOAKOBLINYKAble TabneTku,
NOKpPbITbie NAeHOYHOW 060/04KoM Benoro uaM | MOKPbLITLIE MAEHOYHOW 0Bono4KoH Benoro LseTs,
noytyv Benoro UBeTa, Ha MOMNepevyHoOM paspese | Ha NONepedYHOM paspese BWAHbLI OBa CNos —
BMAHbl ABa cnoa - Agpo 6enoro uav nouTu | sapo Benoro userta v naeHo4Has obonouka.
Henoro usera 1 naeHo4Has 000104Ka.
NognuHHOCTL B3MX
Bpema yOEPMWBAHWA OCHOBHOrMO nWKa Ha
XpPOMaTorpamme MCMbITYEMOro pacTsopa CooTeeTtcTayer
LONKHO COOTBETCTBOBaTh BpEMEHHU
YAEPHUBAHMA OCHOBHOrO nuka Ha
xpomarorpamme pactsopa CO nosapraHa Kanus
(paspen «KonnyecTBeHHOE onpeaeneHuen).
PacTsopeHue [ PD Yd-cnekTpoboTomeTpus
He meHee 80 % (Q) uepes 45 muH CazH22CIKNgO 96 %
(no3apraHa Kanua).
PopcTseHHbIE NpyUmecH BaXKX
Niobas efUHUYHAR HeMASHTUGULUMPOBaHHaR
npumecs — He 6onee 0,2 %; 0,08 %
Cymma npumeceii - He 6onee 1,0 % 0,09 %
OAHOPOAHOCTL J03MPOBaHKUA [® Pd, criocob 2
AV<15,0%. 1,8%
RonunuyecteeHHoe onpegeneHne | BaHX
07192,5 go 107,5 mr Ca2H2:CIKNgO (no3apTaka 98,4 mr

Ka/1A), CYMTan Ha CPeAHIO Maccy TabneTku.

MuKpoBroNOTUYECKaR YNCTOTE
O6ee YMcno aspobHbIx
MWKPOOpPraHMamos B 1 r;
O6Liee YMCN0 APOMIKEBBIX U
nnecHesblX rpubos B 1r;
Escherichiacolis 1r.

P PP, Kateropusa 3 A.

He Bonee 1-10% KOE/ r/mn;

He Bonee 1-102 KOE/ r/mn;
otcyTcTBME B 1 r/ma.

meHee 1-10' KOE

meHee 1-10" KOE
OTCYTCTBYET

¥YnakoBka Mo 10, 30 Tabnetok B KOHTYpHylo sAdeiikosyto | Mo 30 TabneTok B KOHTYPHOW AuerKoBOM
YN2aKoBKY W3 MAEHKKM NOAWBMHUAXJAOPUAHOM | YNakoBKE M3 MJIEHKW MOAWMBUHUAXNOPUOHON U
nubo naeHkn | donbru anioMUHWeBoM nevyaTHoM
NOAMBUHUAXAOPUAHON/ NONMBUHUNMAEHXIOPKA | NaKUPOBEHHOM.
HOW M GONbTM  2MIOMWUHMEBOW  MeuyaTHOM | 3 KOHTYpHbIE AYENKOBbIE YMNaKOBKM BMeCTe ¢
NBKUPOBaHHOM. MHCTPYKUMER No MefuUuMHCKOMY MPUMEHEHMIO
Mnm no 10, 30 TabneTok B KOHTYPHYIO | NOMELLEHbI B KAPTOHHYKO YNaKoBKY (mayky).
AYEIKOBYIO YMaKoBKy U3 martepuana
KOMBWMHUPOBAHHOTO  Ha  ocHose  $O/bMM
(TpexcnorHbIk marepuan, BKAKOYAKOLWMA
/IIOMUHWEBYIO donbry, NAEHKY u3
OpPUEHTUPOBAHHOMO noavammaa,
NONMBUHWUAXNOPUAHYIO  NAEHKRY) W donbru
antoMWHWEeBOI’ NevyaTHOM NaKMPOBaHHON,
1,2, 3,4, 5 6 v 10 KOHTYPHBIX AYEMKOBLIX
YMakoBOK  BMECTE C  MWHCTPYKUMEW o
MEOUUMHCKOMY NPUMEHEHWIO MOMELWET B
KapTOHHYIO YNAKOBKY (navky).

MapKuposka Ha KOHTYpHOM AYelikoBOM yrakoske (BaucTepe) | Ha KOHTYPHOM AueiKOBOW ynakoske {Baucrepe)
YKa3blBaoT TOprosoe HaWMeHOBaHKWe | yKasaHo TOproBoe HaumeHoBaHWe
/IEKapCTBEHHOrO  nperapata  (COBMagaer ¢ | AeKapCTBEHHOro  npenapata  (cosnagaer ¢

Odiopmaeno: Benosa H.C.

Crpanvua: 1 13 2
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Mecto Haxoxaenna: 000 «O30H», 445351, Camapckan 06.., . Murynesck, ya. NecoyHan, 3a. 11
Mecra ocylyecTeneHua TMUEH3IUpyemoii gestensHoet: 000 «QaoH», 445351, Camapckas oba., T. o. Murynesck, r. Murynesck, ya.
Tmopoctpoutenei, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

Jluuenans MuHwuctepersa MpomsiuneHHocT M Toprosan P Ne /1012-00102-77/00010730

[HO3UPOBRY,

HanmeHoBaHue
NeKapCcTBeHHOro

YAOCTOBEpEHUA
npoussoauTens

NEeKapCcTBEHHOIO

YACCTOBEpEHWS,

Tabnetku.
HononHutensHo

MEXAYHAPOLHBIM
HavmeHoBaHUeMm),

HenaTeHTOBaHHbIM
/IEKapCTBEHHYID
HaumeHoBaHWe
yaocToBepeHuns

npoussoguTens

PErMCTPaLMOHHOrO

(ekniouaiowmit mMecal, M ron npoussogcTsa),
£aTy MCTeYEHMA CPOKa rOAHOCTM (Mecal v roa).
Ha KapToHHOI ynakoske (nadyke) ykasbiBaioT
TOpProsoe  HauMMeHOoBaHWe
npenapata (cosnagaer ¢
HENaTeHTOBaHHLIM
HaWMEHOBaHME paepMaTens pPervcTPaumMoHHoro
HanmeHoBaHue
NeKapcTBEHHOIo
agpec npou3BoaMTENA
npenapara (ctpaHa,
nnowankm 000 «030H»), agpec npoussoaUTeNs
JiekapcTeeHHoro npenapata (cTpada, obnacTs,
ropogackoi oxpyr) (ana naowaaku 000 «O30H
®apm»),  3NeKTPOHHBbIN
npou3BOAUTENSR,
PErvcTPaUMOoHHOIO  YAOCTOBEPEeHUA
neKapcreeHHylo Gopmy, 403MPOBKY, KONUYECTBO
Tab/IETOK B YNaKoBKe, MHOOPMALMIO O COCTase
(HaumeHoBaHuKe
OefCTBYIOWero BelecTsa M Eero KO/MYecTso,
nepeyeHb BCMNOMOraTeNbHbIX BELECTB), HOMEp
cepuu (BRAtOUZIOWMIA
Npou3BOACTBA), AaTY UCTEUYEHMA CPOKa TOLHOCTM
(rogeH po: mecay, v roa), yCNOBUA XpaHeHws,
cnocob npumeneHua: «[na Npuema BHYTPbY,
HOMep perucTpaumMoHHOro
npoM3soauTens,

NIeKapCTBEHHOrO
MEXAYHaPOAHbLIM
HauMeHoBaHuem),

NeKapcTBEHHOro

YCNOBUA OTMYCKa,

dapm-Kog,  WTPUXOBOM
WTPUXOBOM KOA4 C MOAHOM WAW YaCTHUHOM
pacwudposkoi MHGopMaLmK, coaepKalleica B
ABYMEPHOM LUTPUXOBOM Koge uan 6es Hero,
«CMOTPY  MHCTPYKUMIO
NpUMeHeHWa», «He NPUMEHATL MO UCTEYeHUM
CPOKa rofHOCTUY, «XPaHUTb B HEAOCTYMHOM A8
feTeldl MecTe», CXemaTu4eckoe W3oBpameHue

MedUUMHCKOMY

(nauxe) ay6arpyeTCcs TOProBoe HAMMEHOBaHME 1
[03MPOBKa C Ucnonb3osBaHuem WpudTa bpains.

MEKAYHAPOAHBIM HernaTeHTOBaHHbIM
HaWMeHOBaHWeM),  nekapcTseHHas  dopma,
O03MpPOBKa, HaumeHoBaHue aepwarens
PervcTpayMoHHoro YAOCTOBEPEHUA "

HauMEeHOBaHKe NPOM3BOUTENA NeKapCTBEHHOIO
npenapara, HoMep cepuu (BK/IMAOWMI MecaL
W rof MPOM3BOACTBA), OaTa WCTEYEHMA CpOKa
roAHoCTH (Mecal v roa).

Ha «xapToHHO# ynaxoBKe (nauxe) ykasaHo
TOProBOE  HaMMEHOBAaHME  /NIeKapCTBEHHOro
npenapata (coBMafiaeT €  MeMAyHapoaHsIM
HENaTeHTOBaHHbIM HaumeHoBaH1em),
HaUMeHOBaHWe [eprKaTens PervcTpaLMoHHO
yO0CTOBEPEHMA " HavMeHoBaHKe
MPOM3BOAMTENA /IEKAPCTBEHHOrO npenapara,
appec npoussoauTena NeKapCcTBeHHOro
npenapaTta (cTpana, obnacrs, ropoa)
3NEKTPOHHBIA afpec WM calT npoM3BOAMTENS,
agpec aeprkaTens PErvcTPaLMoHHOro
VAOCTOBEPEHUA (cTpama), NIeKapcTBeHHaA
dopma, [03MpoBKa, KOAM4YecTBO TabBneTok B
yNaKoexe, uHbopmaLuma o cocTase
NeKapcTBeHHoro  npenapata  (HaumeHoBaHue
[eiCTBYIOLEro BeWecTBa M ero  KOJMYecTBO,
nepedeHb BCNOMOTATe/bHLIX BELECTB), HoMmep
cepum  (BKAKOYZKOLWLMH mMecsal, M rog
NpoW380ACTBA), AaTa MCTEYEHMA CPOKa rogHOCTM
(rogen mo: mecau M rog), ycnosua XpaHeHus,
cnocob npumeHeHus: «[lna npuema BHYTPLY,
YCNOBMA OTNYCKa, HOMEP pPervcTpauvoHHOro
YOOCTOBEPEeHKs,  NOrOTMN  NPOM3BOAMTENS,
bapm-Koa,  WTPWMXOBOM  KOA,  ABYMEpHBbIN
WTPMXOBOM KOO € YacTMYHOM paclmdpoBKoi
nHbOpMaLMK, COAEPHKALLLHCA B ABYMEPHOM
WTpMxoBOM Koge, «CMOTPU MHCTPYKUMIO o
MEAMLMHCKOMY NPUMEHEHUION, «He NpUMEHATS
No WCTEYEHWM CPOKa TFOAHOCTMY, «XpaHWTb B
HELOCTYMHOM ans netei mecTey,
cxemaTuyeckoe usobparkeHue TabaeTxu.
JOonoNHUTeNbHO  Ha  KapTOHHOW  yNakoske
(nauke) npoaybauposaHsbl TOproeoe
HavMeHOBaHKWe W A03UPOBKA C MCMOMb30BaHMEM
wpudTa bpaina.

CpOK rogHocT# 3ropga

FopeH po: 11/2028

XpaHeHue B 33UiMLIEHHOM OT CBETa MECTE, NPU TEMNepaType He Bbiwe 252 C

3akntoueHue: CcooTseTcTsyeT/ He cooTeeTcTByeT Tpebosarmam /1M-Ne(004829)-(Pr-RU)-110324

(HeoBxoaMioe NoguepKHYTL)

HavanbHuk OKK:

Odopmnero: Benosa H.C.

/ Knpuauna 1.9,

Crpannua: 2 u3 2




e Jlanersus Ne JI012-00102-77/00010730
U O Ne GMP/EAEU/RU/01313-2024
OO0 ZON Paspemenue «
CAPMALESTUKA Ha BBIITyCK CEpUU JICKAPCTBEHHOTIO IIperiapara B peannzaliin
3D.447(04) |
Ne849or 41 01 0¥ o
HanmeroBanue npenapara Jlozapran
Mexnxynaponroe HENATeHTOBAHHOE, WM IPYIIIHPOBAHHOE, Jlozapran
MY XHMHYECKOE HaHMEHORAHHE
JlexapcTBeHREas hopma TaGnetky, noOKpsITEIE MIEHOYHOM 060109KOH
Jo3uposxka 100 mr
D@opma BTy CKa TabneTku, HOKPLITHIE IEHOYHOMN obomouxok, 100 mMr
(KoHTYpHas s4eiikoBas ynakoBka) 30 x 3 (nayxa kapToHHas)
Howmep cepun 471225
Konuwectro 20 700 ymakoBok
Jlara Hawana npomsBozcTea 27.12.2025
Cpok roaxocts / Tomen no 3 roma/ 11/2028
HopmatuBHas noxymenramms JIH-NQ(OO4829)—(PI’-RU)—1 10324
Ceprudukar kagectsa cepuu 849 0721.01.2026
HaumeHosarwe npomssoauTes 000 «O308»
AJipec npousBoauTeNA (BCe cTanuM TNPOU3BONCTBA, BKmodas | Camapckas 0011, 1.0. JKurymesck, r. Kurynerck,
BBIITYCKAFOIIAH KOHTPOJIL KAYECTRA) ya1. unpocrpourenet, 1. 6
Perucrpanmonnoe YHOCTOBEpEHHE JITI-No(004829)-(PT-RU)
Hata rocynapcTeeHHOR PErHCTpaIyH 11.03.2024 r.
HaumeHoBaHue nepsarens PerucTpaiorHoro ynocroseperus| OO0 « ATommy
Paspemrenue neiicrBurensHo 1o 11/2028
Kommenrapun it

Tlpusenennas Bemue undopmauus ssisercs AOCTOBEPHOH 1 TO4HOH. Cepus NEKAPCTBEHHOTO MNperapara NPOM3BENCHA (BrmrOHas
YHaxoBKY (MapKHPOBKY) M KOHTPONS KadecTBa) Ha TPOMSBOACTBEHHOH MUIOUIAAKE B MOJHOM COOTBETCTBHHM C TPEOOBAHUSIME THLEH3HH,
Ipasun Hajnexauel npoK3s0ACTREHHOH TPAKTHIH, PErHCTPALOHHOTO 0Cke. 3aIiCH 110 MPOM3BOACTBY, YIAKOBKE H KOHTPOJIF) Ka4ecTBa
TPOBEPCHEL, M YCTaHOB/ICHO HX COOTBETCTBHE TpeGoBanmsm [Tpasun nayiexameti [IPOM3BOICTBEHHON [PAKTHKH,

[TPOOVKITHS PA3SPEIIEHA K PEAJIM3AIIMH: ﬁ Ha 0 Her

S

YonroMouerHOE JIHIO:
/Hedenora Anacracus Baneprepna/ < - U1 2075 L.
rlonmmcs O U0,

Crpanuua: 1 u3 |



PEAEFAABHAA CAVMBA TID HAAS

B COEPE 3APABOOXFPAHEHMA

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Y

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No coctoAHUo Ha 02.05.2026 15:15»

KOHTYpHBIE (3), TauKu
KapTOHHBIE/ ~

"Ozon" (000 "Ozon")

OrpaHUueHHoOM 0TBeTCTBEeHHOCTHIO "O30H" (OO0 "O30H"), Poccus
(Y makoBmUK/hacoBIMUK (BTOPUYHAS/ TPETUYHASI YIIAKOBKA))

Opranu3anms, IIncbMma 00
JlaTa BHeceHHsI B IIpousBoguTenb Homep Howmep, nata
N BBINYCTHBIIASI B u3bsaTa JIC
AHC ToproBoe HaHMeHOBaHHE (BBINMYCKAKOIHHA Crpana CaeieHHsI 0 CTaJHSIX MPOH3BOJICTBA HopmaTuBHast JOKyMeHTanHsI T paKIaHCKHH CEpHH, pa3pelIeHHs1 Ha (HOMep
Poc3npaBHansopa KOHTPOJIb napTHH HIIII ’
P fzop poe) odopot P nara)
Jlozapran; TabneTky, OO01wecTBO ¢ OrpaHMUYeHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"),
MOKPBITHIE TJIEHOYHOM OO6miecTBO C Poccus (ITpoussogutesns (rotosoii JI®)); OOwecTBoO ¢ OrpaHUYEHHON
21.01.2026 o6osoukoit 100 mr 30 mr., OrpaHUYEHHON Poccnst otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccus JITT-Ne(004829)-(PT-RU)-110324 000 "Os0x" 471225

o YIaKOBKH STYCHKOBBIE OTBETCTBEHHOCTBIO (VmaxoBmUK/hacoBIUK (B IEPBUYHYIO YIIAKOBKY)); O0mecTBo ¢ -




