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BAPMALEBTURKA

Jnuensus J1012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Paspemenue

Ha BBIITYCK CEPHH JIEKaPCTBEHHOIO IIp€riapaTa B peali3aliiio

30.447(04)

No 2345 ot

HammenoBanue npenapata

Wunanamun perapn

MexIyHapoaHOe HenaTeHTOBaHHOE, WK IPYTHPOBOYHOE,
WM XUMIIECKOE HAUMEHOBaHHE

Wunanamun

JlexapcTBeHHas hopma

TaBMETKH C IPONIOHTHPOBAHHEIM BRICBOOOMKIEHHEM,
TIOKPHITHIE TUTEHOYHOM 060I0uKolH

Hosupoeka

1,5 mr

@opMma BeIMyCKa

TabNeTKH C IIPOIOHTHPOBAHHBIM BEICBOOOKIEHHEM,
NOKPBITHIE MICHOYHOH 000104K0H, 1,5 Mr (KoHTYpHas
A4uelKkopas ynakoska) 30 x 1 (nauka kapToHHam)

Homep cepun

050226

Komuuecteo

114 840 ynaxosox

Jarta Havyata MpOM3BOACTBA

08.02.2026

Cpox rogrocta / [ones 1o

3 roma/ 01/2029

HopmaTuBHas nokymeHTalus

JIT-Ne(001917)-(P-RU)-090323

CepTudHkaT kayecTsa cepun

2345 o1 26.02.2026

HaumeHoBanue NIPOH3BOOHMTEIA

000 «Oz08»

Ajlpec npou3BOAKMTENS (BCE CTAAMM POM3BOACTRA, BKIIOYas
BBIITY CKaOLIH} KOHTPONIE KauecTRa)

Camapckas 061, r.0. JKurynesck, r. XXurynesck,
yi. T'unpocrpowureneti, 1. 6

PerucTpauuoHHoe yI0cToBepeHne

JIT-Ne(001917)-(PT-RU)

Hara rocy napcTBeHHOIi perucTpamuu

09.03.2023 r.

Haumvenosanue AEPKaTe/NA pErUCTPallHOHHOTO YOOCTOBEPEHHA

000 «O308y»

Paspemenue qefiCTBUTENLHO 10

01/2029

KomMmeHnTapuu

IpuBenennas Boie HHOOPMALKS SBISETCH JOCTOREPHOM M TOYHOI. Cepuis NIeKapCTREHHOrO Mperapata Npou3sencHa (BKIOUas YITAKOBKY
(MapKHpOBKY) M KOHTPO/Ib KA4CCTBA) Ha MPOM3BOACTBEHHON IMIOWAIKE B TOTHOM COOTBETCTBHH C TpebOBAHMAMY JIHIeH3uH, [IpaBun
HAInexKALEH NPOM3BOJCTBEHHOH NPAKTHKH, PETMCTPALMOHHONO NOCLE. 3amucH [10 TPOH3BOACTBY, YNaKOBKE M KOHTPONI) KauecTBa
IPOBCPEHEL, H yCTAHOBICHO HX COOTBETCTRHE TpeOosanuam [Ipasul HaneKamlel NPOM3BOACTBEHHOM TIPAKTHKH.

MPOAYKIIVIA PA3PEIIEHA K PEAJIM3ALIUHA:

YIIOIHOMOYEHHOE JIUILIO;

M/ﬂa 0 Her

/ Hedbenosa Anacracus Baneprenna/ . r.

noAnHcs DHO

Hara

Crpannua 1 u3 |
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DAPMALIEBTUKA

3%.813(02)

Mecro HaxomaeHua: 000 «O3oH», 445351, Camapckan o6a., 1. Murynesck, yn. Mecounas, 34, 11
Mecra ocywecTsneHus NULEH3UpYeMOoi gestensHocTu: 000 «030H», 445351, Camapckan o6, r. 0. Hurynesck, r. urynesck, yn.
TuapocTpouteneit, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (34862) 341-09;

INuueHsng MuructepcTsa NpombILAEHHOCTH U Toprosau P@® Ne /1012-00102-77/00010730

Ceptudurar kauecrsa cepuu Ne 2345 ot 26.02.2026

WHaanamua peraps, TabneTku ¢ NpoIOHrMPOBaHHbIN BbiCBO6OXKAEHMEM, NOKPLITLIE NAIEHOYHOM 060A04KOM 1,5 Mr

TOProsoe HanMeHOBaHMe IeKAPCTBEHHOrO npenapaTa, NeKapcTeeHHanA ¢opma, A03UPOBKa
PeructpauuonHoe yaoctosepenue JIM-Ne(001917)-(Pr-RU)

Homep cepun

[ata Havana n pou3soacTea

Konwyectso

AHa/u3 BbIMO/IHEH N0 HOPMATUBHOMY [OKYMEHTY

050226

08.02.2026

114 840 ynakoBoK

JIN-Ne(001917)-(Pr-RU)-090323

HaumeHosaHue nokasatens

MeTtoa KoHTpOoAA

HopmatueHoe sHaueHue

PesynbTaT KOHTpONS

(MHAaNamupa) OT 3aABAEHHOMO COAEPIKAHMA.

OnucaHue [P PO, BusvanbHbli
TabneTku ABOAKOBLINYKAOH dopmbl, nNOKpbIThie | TabaeTku [NBOAKOBLINYKNOH dopmbl,
nieHoyHoM 06onouKol Benoro wan nouTtu Genoro NMOKpbITele NAeHOYHONM obonoukoi Genoro
uBeTa, Ha usnome 6en0ro UM NodTr 6enoro UBeTa, | LBeTa, Ha u3nome Bencro uBeTa.
NoanuHHOCTE B3IHX
Bpemsa  yaepwuBaHWS  OCHOBHOTO MuKa  Ha
XpomaTorpamMme WCMbITYEMOrO PacTBopa AO/KHO
COOTBETCTBOBATL BPEMEHM YALPMMBAHWS MUKa CooTseTtcTayeT
MHAgNamuna Ha XpomaTorpamme pactsopa CO
WHOanamuaa (pazgen «KonuyecteeHHoe
onpegeneHuen),
PacTesopeHue [P PP, Yd-cnekTpodoTomeTpus
Yepes 4 4 —oT 20 80 40 % CisHyeCIN2 055 27 %
(vHaanammaa).
Yepe3 84 —o0T40 a0 60 % CigH1sCIN3 055 50 %
(MHpznamuga).
Yepes 16 4 — He meHee 75 % CigH1sCIN30sS 87 %

PoACTBEHHbBIE NpUMeCH

BIXKX

Mpumecs B (4—xnop—N—(Z-MeTun-lH—MHp,Oﬂ-l—Mn]-B-
cynbdamonnbersamua) — He Gonee 1,0 %.
4-xnop-3-cynedamonnBbeH3oNHas KUCAoTa — He
Bonee 0,5 %.

EamHunyHas HengeHTudUMUMposaHHas NMpumMeck — He

He o6HapyxeHo

He obHapyxeHo

TabneTxe.

6onee 0,5 %. 0,15%

Cymma npumeceit - He Gonee 1,5 %. 0,25 %
O4HOPOAHOCTL AO3MPOBaHUA [P PO, cnocob 1, Y®-cnektpodoTomeTous

AV<15,0% 13,9 %
KonuyectseHHoe onpegeneque BIXKX

Ot 1,35 go 1,65 mr CigHq6CIN;O5S (uHpanamuaa) B 1,44 mr

MukpoBuonoruyeckas uucToTa
O6uwee y1cno aspobHbix
MWKDOOPraHU3MOB;

Obee YUCNO OPOHIKEBBIX U
nAecHeBbIX rpubos;
Escherichia coli.

[P PO, KaTeropus 3 A.

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

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

meHee 1-10° KOE

meHee 1:10' KOE
OTCYTCTBYET

YnakosKa

Mo 10, 30 7abnetok B KOHTYpHYIK AYerKoBYO
YN3KOBRY U3 NAEHKU NOAUBUHUAXIOPUAHON, NUBO
NNEHKK

MO/IMBUHUNXNODUAHON /MOAUBUHNAMASHXNORUOHOM
W GOSIBbrY aNtOMUHUEBON NeYaTHON NaKMPOBaHHOM.
Wav no 10, 30 Tabnetok 8 KOHTYPHYIO A4eiiKoByo
YNaKoBKy M3 maTepuana KOMBMHMPOBAHHOMO Ha

ocHoBe  donbrM  (TpexcioiHBI  maTepuan,
BR/IOHAIOWMA aNIOMUHMEBYIO QONBIY, MAGHKY W3
OPUEHTUPOBAHHOTD nonvamuaa,
MONMBUHUAXNOPUAHYK — MAGHKY) M donkru

aNOMUHUEBON NEYATHON NaKUpPOBaHHOI.
1,2, 3, 4,5 6, 8 unu 10 KOHTYPHLIX SYeliKoBbIX
YNaKoBOK BmecTe c WHCTPYKLUMeN no

30 Tabnetok B KOHTYpHOM AveliKoBOIf
YNaKOBKE M3 MAEHKW NOAMBUHUAXAOPUAHOM
U OABTM  BAKOMWHUEBONW  neuaTHOM
NaKMpoBaHHOM.

1 KOHTYpHaA AYEliKOBas YNaKoBKa BMecTe ¢
MHCTPYKUMe no MeayWUWHCKOMY
NPUMMEHEHMIO (IUCTOK-BKNZABIW) NOMeLeHa
B KAPTOHHYIO YMaKoBKy (nauky).

Ogopmnero: Benosa H.C.

Crpanuua: 1 w3 2
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DAPMALIEBTUKA

3¢>.813(02)

Mecto Haxomaerus: 000 «0O30H», 445351, Camapckas oba., r. Hurynesck, ya. MecouHas, 34, 11
MecTa OCyLeCcTBAEHNA NUUeH3KMpyemoit aeaTensHocTu: 000 «O30H», 445351, Camapckan 06, r. 0. Murynesck, r. Murynesck, ya.
rvapoctpouTenei, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

Nuuensua Munuctepcersa MpomsiwnedHocTn v Toproeau PO Ne 1012-00102-77/00010730

MEAMULIMHCKOMY NPUMEHEHWIO (NMCTOK-BKA3ABILW)
NOMELLZIOT B KaPTOHHYH YNaKOBRY (nauky).

MapKupoBKa Ha KOHTYpHOW syeliKOBOM ynakoske (Bauctepe) | Ha  KOHTYpHOM — AYENKOBOW  ynakoske
YKa3blBaoT TOprosoe HaumeHoBaHue | (6auctepe) YKasaHo: TOprogsoe
NeKapcTBEHHOrO Mpenapata M MewyHapoaHoe | HauMEeHOBaHWE fNeKapCTBeHHOTo MNpenaparta
HENaTEHTOBaHHOE HaWMEHOBaHWE NEKAPCTBEHHOMD | M MEeXAyHapogHoe HENaTeHTOBaHHOE
npenapaTta, fnekapcTeeHHyl Gopmy, LO3MPOBKY, | HAMMEHOBaHWE NEKapCTBEHHOrO npenapara,
HaWMEHOBaHME  OEpWaTena  PerucTpauMoHHOTO | NeKapCTBeHHasA bopma, [031POBKS,
YAOCTOBEPEHUA M HaWMEHOBaHMe MPOWM3BOAWTENS | HaUMEHOBaHue fepraTens
NIEKBPCTBEHHOrO  Mpenapata, HOMEpP  Cepuu | PerucTpaluoHHOro YAOCTOBEPEHUA "
(BKAKOYAIOWMIA MeCcAl U rof Npou3BOACTBa), AaTy | HAMMEHOoBaHWe npowM3BoAUTENR
WCTEYEHWA CPOKA rOAHOCTH (Mecal, M rof). NeKapCTBEHHOMO NpenapaTa, HOMep Cepuu
Ha KapToHHOM ynakoBKe (mayke) yKasblBalT | (BKAKOYAOWMK Mecal W rof Npou3BOACTBa),
TOprosoe HaumeHOoBaHWe JIEKAPCTBEHHOMO | OaTa MCTEYEHMA CPOKa rOAHOCTW (Mecsaw u
npenapata M MemyHapOAHOe HenaTeHTOBaHHOE | rod).

HauMeHoBaHwue, HavmeHoBaHue pepwatens | Ha KapToHHoO# ynakoske (nayke) ykazaHo:
PeruMcTpaUmMoHHOMO YAOCTOBEPEHWA (COBMagaeT C | TOProBOE HaWMEHOBAHWE NEKapCTBEHHOTO
HauMeHoBaHMEM npov3BogmTens), agpec | npenapara u MEXAYHapoaHoe
npou3sogMTens (COBNagaeT ¢ afpecom AepwaTens | HenaTeHTOBaHHOe HaumeHoBaHue,
PerucTpaLMOHHOrO  yaocToBepeHus)  (cTpada, | HaumeHoBaHWe Leprartens
obnacts, ropog) (ona naowagku 000 «O30H»), | PErvcTpaLMOHHOIG YAO0CTOBEPEHUSA
HauMEeHOoBaHWe  JepaTens pPerncrTpauuoHHoro | (cosnagaer o HaUMEHOBaHWEM
YOOCTOBEPEHWA M HEWMEHOBaHWE NPOW3BOAMTENA | MPOWM3BOAMTENA), afpec npowW3BoAuTens
NIeKapcTBEHHOro npenapara, afpec NpoussoauTens | (cosnagaer € aApecom  gepwarens
NEeKapcTBeHHOro  npenapata (cTpaHa, 067acTh, | PErMCTPaUMOHHOTO YAOCTOBEPEHUA) (CTpaHa,
rOpoACKOiA oKpyr), agpec nepwarens | obnacts, ropog), SNEKTPOHHbBIA agpec ¥ canT
DErMCTPaLMOHHOMO YAOCTOBEpPeHWs (cTpaHa) (ans | Npou3BoaWTens, JfeKapcTeeHHas  Gopma,
naowaakn 000 «Ozon ®apm»), SNEKTPOHHBIM | [O3MPOBKA,  KOAM4ecTBO  Tabnetok B
agpec W CaliT NpoW3BOAMTENA, NEKAPCTBEHHYID | ynakoBKe,  uHbopmauua o  cocrase
dopMy, [OO3MPOBKY, KOMMYECTBO Tab/eToK B | NeKapcTBEHHOro npenapata (HavmeHosaHue
YNaKoBKe, MHOOPMALWIO O COCTaBe IEKaPCTBEHHOD | AeNCTBYIOLLEro BellecTsa M ero KOAMYecTso,
npenapara (HaumeHoBaHue OENCTBYIOWErD | MEpPeYeHb  BCMOMOraTtesibHblX — BELWECTs),
BellecTBa M ero  KOAMYeCTBO,  NepedeHb | HOMEp Cepuu (BKIOYEIOWMI Mecay, W rof
BCMOMOraTeNbHbIX  BELWEcTB), HOMep  Cepuu | MpPOM3BOACTBA), [aTa WCTEYEHMA CPOKa
(BrAICHAOWMI MECAL, ¥ rog NPOM3BOACTEA), AaTy | FOAHOCTM (rogeH [o: Mecal U rog), yCaoBua
MCTEYEHMA CPOKa roAHocTH (rogeH [0: MecAl W | XpadeHua, cnocob npumeHenusa: «Ona
rof), YCAOBMA XpaHeHus, Cnocof NpUMEHEHMA: | NPMEMa BHYTPbL», YCAOBWA OTNYCKa, HOMEp
«[lna npuema BHYTPb», YCAOBMA OTNYCKE, HOMED | PEruCTPaLMOHHOIO YLOCTOBEPEHWS, NOrOTHN
PErMCTPaLMOHHOMO  YAOCTOBEPEHMA,  JIOrOTMN | NPOM3BOAMTENR, Gapm-KOA, WTPUXOBOA Koa,
npousBoauTens, Gapm-Kogd, WTPUXOBOM  KOA, | ABYMEDHbIA IWITPUXOBOW KOO C HaCTUHHOM
ABYMEPHbLIA  WTPUXOBOM KOA € MNOMHOW uAW | pacludpoBroi UHbOPMaLMHK,
YaCTU4HOM paclmMppoBKOK uHbopmaLmy, | copepmalleinca B ABYMEPHOM LUTPUXOBOM
COAEpPMalleica B ABYMEPHOM LITPUXOBOM KoAg | Koae, «CMmOoTpU UHCTPYKLMIO no
wnm  Bes  Hero, «CMOTPM  MHCTPYKLUMKO MO | MEAWMUMHCKOMY — MPUMEHEHMIO  (AMCTOK-
MEAMUMHCKOMY NPUMEHEHMIO (NMCTOK-BRAGABIW)», | BKAAAbIW)», «He NPUMEHATb NO MCTEYeHMH
«He NpWMEHATb MO MCTEYEHWM CPOKa rOAHOCTMY», | CPOKAa FOAHOCTU», «XPaHMTb B HEAOCTYNHOM
«XpaHuTh B HEAOCTYNHOM ANA AETel mecTe, ONA OeTel mecTey.

[lononHUTENbHO Ha KapTOHHOW ymakoske (nmavke) | JONOAHMTENbHO Ha KapTOHHOM ynaKkoske
aybnupyetca  Toprosoe HaumeHoBaHWe U | (nauxe) npogybauposaHsbl Toprosoe
[031POBKA C MCNO/Ab30BaHMem WpudTa Bpanns. HauMeHOBaHWe ] [031pOBKa £

ucnonb3oBaHuem WwpudTa Bpakna.
XpaHeHwue Mpwu TemnepaTtype He Bblwe 25 °C B 0purMHanbHoM ynakoske (navyke).
CpoK rogHocTH 3ropa | lopeH no: 01/2029

3aK/l04eHMe: COOTBETCTBYeT/ He cooTaeTcTayeT Tpebosanuam JIM-Ne(001917)-(Pr-rRU)-090323 :

Odopmneno: Benosa H.C.

(Heobxogumoe noauepKHYTh)

A

HavansHuk OKK:

,///Kwpmnm-ia N.o.

Crpannua: 2 u3 2




PEAEFAABHAR CANVXEA T10 HAAJOPY

B COEPE 3APABOOXFPAHEHMA

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

rnpenapaTa, No coctoAHuo Ha 01.04.2026 10:44»

mr 30 WT., yNaKOBKU SUEHKOBbIC
KOHTYpHBIE (1), mauky KapTOHHBIE/ ~

"Ozon" (OO0 "Ozon")

orpaHnueHHo otBeTcTBeHHOCTHI0 "O30H" (OO0 "O30H"), Poccus
(YmakoBmuK/acoBmMUK (BTOPUYHAS/TPETUYHAS YTIAKOBKA))

Opranu3zanms, IIncbMma 00
JlaTa BHeceHHSs B IIpousBoguTesH Homep Howmep, nara
. BBINYCTHBIIAS B n3bsitan JIC
AHUC Toprosoe HaHMeHOBaHHe (BBIMYCKAKOIIMHI Crpana CBeJieHHsI 0 CTAIHSIX NPOH3BOACTBA HopmaTHBHasi HOKyMeHTaIHs1 T paKIaHCKHH CepHH, paspelueHHst Ha (HOmep
Poc3npaBnans3opa KOHTPOJIb NapTHH HIIIT ’
ol A3o0p postb) obopot P nara)
MM AAMaAMIL DeTADI: TABAETKH ¢ OO6mecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTHI0 "O30H" (OO0
& fLpeTapi; OO6miecTBO ¢ "Oson"), Poccus (Ilpoussoautess (rotosoit JI®)); O6mecTBo ¢
MPOJIOHIUPOBAHHLIM BHICBOGOK CHUCM, OrpaHUYEHHOM orpaHnueHHo otBeTcTBeHHOCTHI0 "O30H" (OO0 "O30H"), Poccus
26.02.2026 MOKPBITHIE TUIGHOUHOM 000J104KO# 1.5 P Poccus P ’ JITT-Ne(001917)-(PT-RU)-090323 000 "Oszon" 050226 -
OTBETCTBEHHOCTBIO (YmakoBmuK/hacoBmMUK (B IIEPBUYHYIO YIIAKOBKY)); ObmecTBo ¢




