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TAPMAUEE A

Mecro Haxongenua: 000 «030k», 445351 , Camapoxas ofin., r. Muryaescs, yn. Mecousas, 0. 11
MecTa ocyulecTaneHun anueraupyemoit gearensuccrn: 000 «O3onn, 45351, Camapexan 082, 1, 0. Muryaescy, r. Muryneack, ya.
Muapecrpoureneit, g, 6; Ten. +79874599981, +79874599992, (84862} 290-00, daxc (84862} 341-09:

TIwuensua Musiucrepcrsa Npombilaennoctn i Toprogau PO Ne f1012-00102-77/00010730

CepTuduxar ka4ecTsa cepuu Ne 5360 or 05.06.2024

PosyBacratuH, TabneTky, NoKpbiThie NneHouHOW oGonoukoi 20 mr

Homep cepuwn
fata Havana npoussoacTea
Konudecrso

AHBNM3 BHINOAHEH 10 HOPMATUBHOMY SOKYMBHTY

TEprownE

PAVE, ARKERCTRENNER $UPME, ANINASIK

Perucrpaumontoe yaoctosepenue JM-003648

100524

20.05.2024
14704 ynaxosox

NN-003648-280622

HaumeHosanue
noxasatens

Meton KoHTDOAR
HopMaTHBHOE 3HaveHue

PesynsTar KOHTRO NS

Onucarue

[P PO BusvansHbiit

Kpyrnbie n80AKOBBINYKAbIe Tabnetky, nokpbitsie
naexouHolW obosouxod Benoro wam rioutw Benaro
usera,

Ha nonepeyrom paspese sugHo sgpo Senoro wau
noyTy Benoro upera.

Kpyrasi@ ABORKCBBLINYKALIE TAGAETHM, NOKPLITLIR
naeHouHoN oBonouxkoi Genoro usera,

Ha nonepeurom pa3pese smgHO Rapo Genoro
userta.

NopaAMHKOCTL

B3MX

Bpems  yAGPMUMBEHMA  OCHOBMOrG MNMKE  Ha
XPOMBTOrpamMmMe MCENLITYEMOrO PacTBopa JAOMKHO
COOTBETCTBOBATL BPEMEHU YALDMUBARMA OCHOBHOTD
NMKa Ha XDOMETOTPamMme DPaCTBOP3 CTaHgapnTHOro
ofipasya  (CO) posysactatHa  xansuus(pasgen
«HonuyecrBerHoe onpepensHues).

CooTsercTayeT

PacTeopeHve

[® PD YO-cnekTpodoTemeTpus
He menxee 75 % (Q) CzaHzsFN306S (posysacraTuna)
Hepes 30 mus.

101 %

PoacTsenHsie npumeck

BIXX

5-Oucoposysacratva - e Bonee 1,3 %;

JlaktoH poaysacratuHa — He Bonee 1,5 %;
ARTU-MIOMERD PO3YBICTaTUHE — HE Bosee 0,5 %!
Egurminan HeMaeHTHOULMPOBAHHER NPUMECS = He
Bonee 0,2 %;

0,04 %
0,03 %
0,02 %

He cbHapyskero

Cymma npumecei - we Gonee 3,0 %. 0,09 %

CaxopocarocTs [®Po, cnocof 1, Y&-cnextpodoromerpus

ADIMPOBAHWRA AVZ15,0%. 9.5 %

Konuuecreenxos B3MX

onpegenexue O7 18,5 mr ao 21,5 mr copepwanue CaHzaFNaUgS 18.7 mr
{posysacratuna) & TabneTke, CY4MTER HZ CpeaHIO0 !
maccy.

Muxpobuonorudackas [ PO, Kareropun 3 A,

yucroTa

OBwee uncno aapobHsix
MUKDOODranKaMes 8 1 1;
Chuige YnCne aposoKessix
W nnecHeseix rpnbos s 1 r;
Escherichia celig 11,

He Bonee 1-10° KOE/ r/mn;

ne Gonee 1-10% KOE/ r/mn;
oTcyTcTsue 8 1 r/ma.

Merge 1-10'KCE

Menee 1 10V KOE
aTCyTCTBYeT

Yraroaka

Mo 7, 10, 14, 30 7abnetox 8 KOHTYPHYKD RYiKOBYIO
YN3KOBKY W3 NASHRW NOAMBUHWAXACDPMAHONR, nubo
ANEHKK
NOAVBUHKMXAOPUAHOR/NOAMBUHIAVAE HXNOPUAHO K
W GOABIU ANIOMUHUEBON NEYATHON AaKMDOBSHHOM.
Wawv no 7, 10, 14, 30 7abaerox 8 koMTYpHYIO

A4eiKOBY YaKoBKY w3 marepuana
KOMBAHKDOBEKHOIO Ha OcHOoBe donsru
{TpexXcAoAHbIA Marepwan, BRAOHAIOLMHA
BAOMMHUEBYIO donsry, fNBHKY n3
OPNEHTAPOBAHHOTD RONKaMMLaE,
NOANBUHWAXNOPUAHY IO nnexky}] . Goneru

BMOMIHUEBOR NEVATHOW NAKKPOBAHHONR.
1,2, 3, 4, 5 nau 10 KOHTYDHBIX A4ERKOBLIX YIZKOBOK
BMECTE € MHCTRYKUMEA N0 MEeaMUMHCKOMY

Mle 30 Tvabaetoxk KOHTYDHOW AYBHKOBOW
YN3KOBKE W3 NAEHKMA NOAMBUHWAXNORMAHOR M
$ONBIY AMOMUHUEBOHR NEYaTHON AEKUDOBARKDH’.
1 WOHTYpHAR HYEMNOBAE YNOKOBKA BMBCTE C
WHCTPYKUMER NO MEAMUMHCHOMY NPUMEHEHWIC
(MMCTOR-BRNAMLIL] NOMELIEHE B  KAPTOMMYID
YRakosxy (naury).

Cdopuneso: Sesora H.C.
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J OZ ON Mecre saxomaesms: 000 «O2om», 445351 , Camapcsas ofn., r. WMuryaeack, ya. Necounas, 4. 11
MECTR OCYLBCTEAEHMA AMUEHIUDYEMOR aeaTenbrocTe: D00 eO30my, 45351, Camapcran ofin., r. 0. WMurynescr, ¢ Murynesck, ya.

&

SAPHALIEBTHUS

Tuapocrpoutensit, a. 6; 1en. +79874599991, +78874599002, (84862} 250-00, daxc [B4862) 341-09;

futenans Muxucrepcrsa Npombiinennocty v Toproaan PO Ne JI012-00102-77/00010730

NpUMEHEHMIO  (AUCTOR-BHNBABIL] rfiomeWanT B8

HanMeHOBaHWe NPpOWIBOAMTENR NeKapCTEeHROoro
NPenapaTa, HOMED Cepwi (BKMOHI0UIMA Mmecay u
rof NPOM3BOACTEE), A3TY UCTEYBHMA CPOKE rOAHOCTH
{mecay u ron).

Ha KapToHHOW YNaKoBKe [Nauke] yKaIbiBaioT

TOprosoe HaMMEHOBAHKE ABKAPCTBEHHOTD
npenapata  (CoBNagser ¢ MEMAYHAPOAHHIM
HENATEHTOBAHHDIM H&ﬁM&HDS&RHEM),

HBMMEHOBAHME  [ePMaETEAR  PerucTPauuoHHOro
YAQCTOBEPRHUR U HBWMEHOBAHME NPOU3BOAUTENR
NeXapCT8EHHOIO Npenaparta, agpec npoussoguTenn
newapcreenHoro  npenapara  (ctpewa, obnacs,
rOPOA), 3NEKTPOHHLIR aAPEC W C3NT NPOUZBOANTRAR,
appec LepHaTens PRruCTPALKMOHHOIo
VOOCTOBEDEHMA (CTpasa), /exapCTsexHyo popmy,
LO3MPCBKY, KOAWMECTBD TabAETOK B YNEKOBKE,
MHGODMALMIO 0 COCTABE NEKAPCTBEHHOTO Npenapara
(HaumeroBaHMEe OBHCTBYIOWErO BEWEeCTBR W ero
KONWHECTBO, NEpeYeHs BCNOMOTATENBHBIX BEUECTE),
HOMEp CepuM  (BRAKYEIOWMIA  Mecay ¥ rog
Npov3BOOCTEA), A3TY WCTEYEHUR CPOKE TOAHOCTH
(ropex po: Mecaw 1 roa), yenosus xpamnesna, cnocob
npumeHeHua: «[ns  npuema BHyTpe», YCAOBWA
OTNYCKE, HOMED DEIUCTPAUMOHHOID YO0CTOBPEHMA,
ACTOTHN NpOu2BoaMTENA, GAPM-KOL, WTPHXOBOR
HOL, ABYMEPHLIM WTPMXOBOW HOZ € NOAHOW MAK
YACTUYHOH pacwndposKon nadopmannu,
CoOAeDHALEHIR B ABYMEDHOM WTDUXOBOM KOLE MAK
Be3 Hero, «CMOTPY MHCTPYRLMIO NO MEAUUMHCKOMY
NPUMEHEHUKS (AMCTOK-BRAAABIL)®, «HE NpUMEHATL
N0 WUCTEYEHMM CPOKE FOAHOCTKR, &XpaxuTe @
HEADCTYNHOM OAR feTel mecres.

HONOAHUTEABHD H3 WAPTOHHOW yriakoske (navke)
AyBavpyeTes TOPIOB0E HEWMEHOBEHUE I QO3MPOBKA
¢ ucnonsv3osanuem wpudra Bpaian.

KADTOHHYIO YNakoBry {nauky). ;

Mapxuposka Ha wowTypHo# Ruelkosol ynakoske (6amcTepe) | Ha xowTypuobh suefirosoh ynaxkoske (Bauctepe)
YKa3bIBAOT Toprosoe HBMMEHDBAHWE | YKE3aHO: TOProBoe HauMeHOBaHue
NEKAPCTBEHHOTO npenapara {cosnazaer ¢ | NEKapCTBEHWOro nNpenapata  (coBnajaer  ©
MEHOYHADOAHBIM HEMATEHTOBAHHLIM | MEMAYNAPOAHbIM HENATEHTOBEHHbIM
HAUMEHDBAHUEM), NERSPLTERHAYIO ¢opmy, | HAMMEHOBEHMEM),  NexapcTseHHaR  dopwa,
LO3UPOBRY, HanMEHOBaHKE LEpMETenn | A03MPOBKa, HaumeHoBaHne NBKATENA
PerncTpauMoHHO YOCCTOBEPEHMUA ¥ | DerMCTPayMoHHOrD VAOCTOBEPERNS ]

HBUMEHOBEHME NPOU3IBOANWTENA NBKAPCTBEHHOID
fipenapara, HOMED CepUM [BRAIHMBIOWLMA Mecay
¥ roA NPOW3IBOLCTBA), AATA MCTEMEHMA CPOKE
rOAHOCTH (MecaL u roa).

Ha KaprosHOW ynaxoske (Nauxe) yxazawo:
TOPIOBOE  HAUMEHOBIHWE  NEX3PCTBERHOMD
npenapara (cosnagaeT ¢ MEMAYHAPOAHLIM

HEMNATEHTOBAHHbIM HAUMEHOBaHWeM),
HEHMEHOBAHUE JEPMETENA DETMCTPALUMOHHOID
YACCTOBEPEHNS " HAUMEHOBBHME

NPOUSBCAMTENA  JIEKAPCTERHHOID  Npenapara,
anpec NPOM3BOAKTENS NeXAPCTBRHHOIO
npenapara {cTpawna, obnacTs, ropoa),
INEKTPOHHLIA 3APEC ¥ CalNT NPoW3BOAUTENA,
aapec AEpHaTens DErUCTPAUKOHHOTO
yaocToBepenns (cTpana), nexapcTeeqHan Gopma,
AC3KPOBKA, KOAMYECTBO TabneTOK B ynaxoske,
uHOOPMALMA ©  COCTABE  NEKapPCTBEHHOrG
npenapara  (daumesosaHWe  LEWCTBYIOUWero
BEWECTBE M er0  HOAWMECTED, nNepeYeHs
BCNOMOTATENbHBIX BEWECTB), HOMEep CepuM
(BRAKMAWILLMA MECELL U FO4 NPOU3IBOACTEA), AaTa
WCTEUSHMA CPOKa roAHOCTY (roAgH A0: MEeCAL W
rOR), YCAOBMA XPIHeMus, crnocol npumeHeHua:

«[L1A NPUeMa BRYTPBY, YCAOBUA OTNYCKE, HOMED |
PErMCTPALUMOHHOMD  YAOCTOBEPEHWA, NOrCTWN |

NpOU3BOAMTENRA, GApM-KOZ, IWITPUXOBOR KOA,
OBYMEDHBIR  WTPHUXOBOW KOQ € HaCTHUHOM
pacdpoBKoil MHOODMAaLKMN, COOePHAWEACA B
AsymepHom  WTpuxDBOM  Koge,  «CmoTpu
MHECTDYKUMIO N0 MEANUMHCKOMY NDWMEHEHWIO
(nucTOKR-BKNaZLIL}», «HE  nPpumesATs  No
WCTEHEHUM CPOXE rOQHOCTMY, XPaHuTL 8
HEADCTYNHOM AR A8TEA MeCTes,

LONoAHKTENBHO HE KAPTOHHON ynakoske (nayxe)
npoaybauposansl TOPrOBOE HANMEHOBAHWE W
QO2MPOBKA C UCNOAbIoBaHKMEM wpudTa Bpanas,

CpoOX TOAHOCTH

3rona

Foaew no: 04/2027

XpaHeHue Npu TemnepaTtype He ssiue 25°C B KaPTOHHOMW ynaKosxe (nauke).
3axnoveHue: f_g_g_agxmgr/ He copTeeTcTayeT TpeboBaHuAm /1N-003648-290622
(HeobxoaMMOoR NOAYLDKHYTS]
HavansHuka OKK: "/;Kapsemm»a ne.

Odgopuneno: Benosa H.C.

Crrparmua: 2 w3 2




€ OZON

Jluenans Ne J1012-00102-77/00010730
GMP/EAEU/RU/00098-2021

Pazpemenne
DAPMALE BTHKA Ha BBIMYCK CEPHH JIEKAPCTBEHHOTO Npenapara B peanu3allio
3.447(04)
Ne 5360 or 5. 06 200 r.
Hanmenosanue npenapara Pozysacrarun
MexIyHapoAROe HETIATEHTOBAHHOE, WM TPYNIHPOBOYHOE, Poa‘ysac#aﬁu

UNTH XEMHYECKOE HANMCHOBAHHE

JlexapcTaennas dopma

TalreTky, NOKPLITHIE MNeRoUHOA ofonoukoil

Hosuposxa

20 mr

Q:opMa BITTYCKA

TabaeTkH, NOKPHITHIE MNeHowHOA obonouko, 20 Mr
(koHTypHAs sMeftkosas yrnaroska) 30 X | (auka xapToHHas)

Houep cepun 100524
Konuuectno 14704 yraxosox
arta navana npoH3IBOACTBE 20.05.2024

Cpoxk rognocts / I'ones a0 3 rona/ 04/2027
HopmarusHas HOKYMEHTaIus JII1-003648-290622
CepTudMKaT KAYeCTsA CePHE 3360 o1 05.06.2024
Hanmenopahue nponsBoauTeis Q00 «O3o0u»

AJIpec Npou3BeAKTeAs (BCE CTAAMH MPOHIBOACTEA, BKIOUANA
BLIMYCKAIOLHIT KOHTPO/Ib KAYECTRA)

Camapekas obur., r.o. Hurynesck, r. XHryiesck,

va1. M'ngpocTponTeneit, . 6

PerucTpaunoHHOe YAOCTOBEPEHNHE

JIN-003648

Mara rocynapeTBeHHoi perucTpauiy

20.05.2016

Haumenosanue aepxaTens perHCTPAUMOHHONO ¥10CTOBEPEHUA

000 «Atonn»

Paspemenye neficTBHTENbRO 10

04/2027

KommenTapun

TIpupesessas Bhille WRGOPMALNS SBURETCA LOCTOBCPHOR ¥ To4HOM, CEpHA NEKAPCTREWHOrO NPEMApATA MpOIBENcHAa (BKA0YAN
VIAKOBRY (MAPKHPOBKY) ¥ KOMTPONS KaueCTA) Ha NPOMIBONCTRCHHON NIOMAAKE B TIOAHOM COOTBCTCTEMM ¢ TpeGOBAHMAMY ARUCHINA,
Tlpaswi waanexalled nPOMIBOACTACHHDN MPAKTHKY, PErHCTPALHOHHOID A0Cke. 3aNHCH N0 OPOWIBOACTRY, YIIKOBKS M KOHIPOMIO KautcTea
NpoBepeHsl, ¥ YCTAHOBACHD KX cooTaeTceTane Tpelusanus TTpamus HALAGKAICH IPOM3IBOACTREHHON NPEXTHEM.

ITPOIVKITHS PA3SPEILIEHA K PEATIM3AITMH:

ﬂ/ﬂa

YRnonrHOMOUSHHOE THIO:
- o / 3\: s 4 E;;‘ 4 3: 5
Alzzec ek | Vinnunena Enena Bramumuposss/ e
ROAMNCSH DHO fara

O Her

Crpannna: [ u3 |



WABHANA

B COEPE 3,

CAVXEBA T10 HAAZOPY
\PABOOXPAHEHMY

«CBe/leHnA, BHeCeHHble B aBTOMaTU3MPOBAHHYIO MH

OPMaUuoHHylo cucTeMy PocsgpasHaasopa nepeg BBOJOM B

FpaxpaHckuin oopoT cepuii, NapTuit NeKapCcTBeHHbLIX cpeacts/ MiHgopmaumna o BelgaHHbIX PocsgpaBHagzopom paspeweHunax

Ha BBOJ, B rpaxfaHckuii o6opoT B Poccuiickoi de

npenapara, No cocToAHUIO Ha 17.06.2024 13:53»

Aepaynn cepumn nnm napTun nMmyHobuonoruydeckoro NneKapcTBeHHoro

Hara suecenns g AHC Mpows (BBImy it Hopmatuenas Oprannsanua, Homep Homep, nara
Pocaapassamopa Toprosoe nanmenosanne PO na::..“.gr R Crpana Crenenns o cranuax npowssoscrea o m gy BLUTYCTHBINAS B cephn, paspemenns ua
P P PO Aoy i TPaXAANCKHA 0hopoT napTHH Hin

Posysactathn; Tabaetkn, noxpsirhie nienounod O6mecTso ¢ orpannyeHHoi Obmectso ¢ orpanmuuenuof

05.06.2024 obonouxoit 20 mr 30 mr., ¥NAKOBKH AYCHKOBHE OTBETCTBCHHOCTHIO "Os01” (000 Poccus OTBETCTBEHHOCTHIO "Oson” (000 JIT1-003648-290622 000 Oson 100524
KOHTYpHbIe (1), Navukn Kaproknbie/ ~ "Oson") "Oson"), Poccna
Posysactatun; TabeTkn, nokprTHe nieHouHOM O6mecTso ¢ orpanHueHHoM! ObmecTBo ¢ orpanuuennof

31.05.2024 obonouoh 5 Mr 30 wT., ynakoskn svefikonme OTBETCTBEHHOCTHIO "Oson” (000 Poceus OTBETCTBEHHOCTHIO "Oson” (000 JII-003648-290622 000 Oson 100524
KOHTYpHBE (1), naukH Kapromusie/ ~ "Ozon") "O30n"), Poccus
Posysactatun; taGnetku, MOKPBITHE IICHOYHOM OBmecTso ¢ orpanHyennoH ObwecTso ¢ orpannuennoi

31.05.2024 obonouxot 10 mr 14 mr., VNAKOBKH SYCHKORME OTBETCTBEHHOCTHIO 030" (000 Poccua OTBETCTBEHHOCTBIO "Os0m” (000 JIMN-003648-290622 000 Ozon 100524

KOHTYPHBIE (2), NAUKH KAPTOHHbIE/ ~

"O3on")

"Os0m"), Poccun




