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CAPMALIEETHKA

Mecro HaxomaeHua: 000 «O3oH», 445351, Camapckan oba., r. Hurynesck, yn. Mecouras, 34, 11
MecTa oCyLLecTsNeHUA NULEHIUpYeMoi geatensHocT: 000 «O30H», 445351, Camapckan 06, r. 0. urynesck, r. Murynesck, ya.
ImapocTpouTeneii, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

NuueHana MuHucTepcTsa MpomeiwneHHocTH u Toprosav P® Ne /1012-00102-77/00010730

Ceptudukat KauecTsa cepun Ne824 ot 21.01.2026

JozapraH, TabneTku, NOKPbITbie NNeHoYHoi o6onoukoi 50 mr

Homep cepuu
[ara Ha4yana NnpomM3BOACTBa
Konuuectso

AHanK3 BbINOAHEH N0 HOPMaTUBHOMY LOKYMEHTY

TOprosoe HauMeHOoBaHMe /iekapcTBeHHOro Np ITa, NeKapc

dopma, A03UP

PernctpaumonHoe yaoctosepeHue J1M-Ne(004829)-(Pr-RU)

811225

26.12.2025
115 421 ynakoBoOK

NM-No(004829)-(Pr-RU)-110324

HawmeHoBaHue nokasatens

MeToA KOHTpOAA
HopmaTtuBHOe 3HayeHue

PesynsLTaT KOHTPONA

MT, CHMTanA Ha CPELHIO Maccy TabaeTku.

OnucaHue BuayansHbii
LMnuMEaopuyeckue  [BOAKOBbINYKAble  Tabnetku, LMAMHAPWYECKME OBOAKOBLIMYK/IbIE
NOKPbITble MAeHOYHOM oBonoykod Benoro WM | TabAeTKw, NOKPLITbIE NAEHONHO 0BoNOYKONH
noytv 6Genoro uBeTa, Ha nonepe4yHoM paspese 6enoro UgeTa, Ha NonepeYyHoMm paspese
BMAHbI 4Ba cnos - A4po benoro uau noyty Benoro BWIHbI ABa cnod —aapo 6enoro ugeta U
LBeTa 4 naeHouyHas obonoyKa. nneHo4YHas obonoyKa.
MognuMHHOCTE BIXX
Bpemsa  yOepMuBaHUA  OCHOBHOrO MNWKa Ha
XPOMaTorpaMme WCrbITYEMOro pacTsopa AO0MKHO
COOTBETCTBOBATL BPEMEHHM YOEpHUBAHMA CooTeetcreyer
OCHOBHOID MWKa Ha xpomaTtorpamme pactsopa CO
nosapraHa Kanua  (pasgen  «KonuuecTseHHoe
onpegengHuen).
PactsopeHue [D PO, VO-cnekTpodoTOMETPUA
He meHee 80 % (Q) C22H22CIKNGO (n03apTaxa Kaama) 97 %
yepes 45 MuH.,
PogcreeHHble Npumeck BIHX
Niobasn eauHUYHAA HenaeHTUdULMPOoBaHHanA
npumecs — He bonee 0,2 %; 0,07 %
Cymma npumecei - He bonee 1,0 % 0,28 %
OoHOPOAHOCTE A03MPOBaAHMWA [P PY, cnocob 2
AV<15,0%. 2,5%
KonunyecteeHHoe BIHX
onpegengxHue Ot 46,3 po 53,8 CaaH22CIKNgO (no3apraHa Kanus) 49,3 mr

MuKpobuonoruyeckas YucToTa
O6uee 4Kucno aspobHbIx
MWKPOOPraHMamos s 1r;
ObLee YACAO OPOHKEBLIX M
naecHesbIX rpuGos B 1r;
Escherichiacolis1r.

[P PO, Kateropus 3 A.

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

He Bonee 1:102 KOE/ r/mn;
oTcyTcTBMe B 1 r/mn

MeHee 1-10' KOE

meHee 1-10" KOE
OTCYTCTBYET

Ynakoska Mo 10, 30 Tabnetok B KOHWTYpHylo Aueikosylo | Mo 30 TabneTOK B KOHTYPHOW A4velikosoit
YNAaKOBKY M3 NIGHKK NOJAMBUHWIXIOPUAHOM B0 | YNaKoBKE W3 NASHKW NONMBUHWUNXACPUAHOMR U
NAeHKK donbru anoOMUHVEBOM ne4aTHoM
NOAMBUHWUNXAOPUAHON/NONMBUHUNMAEHXIOPHUAHON | NaKMPOBAHHOMN.

W GONLMM ANICMUHUEBOM MeyaTHOW NakMpoBaHHoK. | 1 KOHTYpHaa suelikosas yrnakoeka BMecCTe C
Mau no 10, 30 Tabnetok 8 KOHTYPHYH AYEMKOBYID | MHCTRYKUMEN no MeauLUHCKOMY
YN2KoBKY W3 matepuana KOMOMHUDOBAHHOMO Ha | MPUMMEHEHMIO MNOMEelleHa B  KapTOHHYK
ocHoBe  donbTM  (TREXCNOWHbBIN MaTepuan, | ynakosxy (nauky).

BRK/IIOYAOWMIA 3NOMUHUEBYIO (OMbTY, NASHKY W3

OpPUEHTMPOBAHHOTO nonMamuag,

NONUBMHUAXIOPUOHYID  MABHKY) W $ONbrK

2/lOMUHWEBOM NeYaTHON NaKMpPOBaHHOM.

1, 2, 3, 4, 5, 6 ua1 10 KOHTYpHbIX AYEHKOBbLIX

YNakoBoK amecTe c WHCTPYKUMEN no

MEOMUMHCKOMY — NPUMEHEHWKD  NOMEWaT B

KapTOHHYI YNaKoBKy (nauKy).

MapKUpoBKa Ha KOHTYpHO# fueiikoBolM ynakoske (BaucTepe) | Ha  KOHTYpHOW  AuelKOBOM  ynakoske
YKa3blBaloT Toprosoe HaumeHoBaHue | (Banctepe) yKasaHo: TOprogoe
NEKapCTBEHHOTO  npenapata  (cosnagaer € | HaWMEHOBaHWe /eKapCTBEHHOro rnpenapata
MEMAYHaPOAHBIM HenaTeHToBaHHLIM | (coBnagaer c MEMOYHAPOLHbIM
HaMMeHoBaHueMm), NEeKapCTBEHHYI0 dopmy, | HenateHTOBaHHLIM HauMeHoBaHuem),

Odopmneno: Benosa H.C.

Crpaunna: 1 w32
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TAPMALEBTVKA

Mecto HaxowaeHua: 000 «O30H», 445351, Camapckan o6, r. Murynesck, ya. NMecoukas, 34, 11
Mecra ocyliecTsneHna nMueHanpyemoit geatensHoctu: 000 «O30H», 445351, Camapckan o6, 1. 0. urynesck, r. *urynesck, ya.
TwapocTpouTenedi, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

JinueHsua Munuctepcrsa NpomblwnedHocT M Toprosay P® No /1012-00102-77/00010730

[031MPOBKY, HaumeHoBaHue aepwarenn
perMcTpaLuoHHoTo YA0CTOBEPEHMA "
HaMMeHOBaHWEe NPOM3BOANTENA JIEKAPCTBEHHOMO
npenapaTta, HOMEp Cepuu (BRIIOHAOWMIA MecaL U

rof, nNpoOM3BOACTBA), [HaTy WCTEYEHMA CPOKa
rogHocTv (mecsu v roa).

Ha KapToHHOW ynakoBKe (nayke) yKasblgawoT
TOpProsoe HaMMeHOoBaHue NEKapPCTBEHHOro
npenapata  (COBNagaeT €  MeMAyHapogHbiM
HenaTeHTOBaHHbIM HaumeHoBaHWeM),
HaumeHOBaHWe aepxartena perncTpaumMoHHoro

YOOCTOBEPEHUA M HaUMEHOBaHWe NpoWu3BOAUTENA
nekapcTBeHHOro npenapata, agpec NPoU3BoaMTENA
NeKapCTBEHHOro npenapata (cTpaHa, o6nacTb,
ropog) (ana nnowapku 000 «Oz0H»), agpec
npoussoauTens NeKapcTBEHHOro npenapara
(ctpana, obnacts, ropoAcko#  oxpyr) (ans
naowank 000 «O30H Dapm»), 3NEKTPOHHLIN
agpec W CailT Npov3BOAWTEeNR, adpec Aepwarens
PEr1cTPauMoHHOTO  yaocToBepeHus  (cTpaHa),
NeKapcTBeHHyl0 GopMy, [OO3WPOBKY, KOAWMECTBO
TabNeTOK B ynaKoBKe, MHOOPMALMIO O cocTase

/IEKapCTBEHHOrD  npenapaTa (HaumeHoBaHKe
[EMCTBYIOWEro BewecTsa W ero  KoAM4ecTBo,
nepeyeHs BCMOMOraTeNbHbIX BELECTB), HOMep

cepuun (BKNKOYBIOLWMIA MECAL, M rof NPOM3BOACTBA),
[aTy WCTEYEHWs CPOKa rogHocTH (rogeH ao: mecal,
u rog), YCNOBMA XPaHeHusA, cnocod npumeHeHua:
«[na npuvema BHYTPb», YCNOBMA OTMNYCKa, HOMEP
PerncTpaLMOHHOrO  YAOCTOBEpeHWA,  J0roTWnN
npoussoauTens, $apm-kogd, WTPMXOBOM  Kog,
OBYMEDHbIA  WTPMXOBOM KoL C MNOAHOM  WMAM
YaCTUYHOM pacwudposKoi UHOOPMELLUK,
COAepMKallencs B ABYMEPHOM LUTPUXOBOM KOAe
mam  Bes  Hero, «CMOTPM  WMHCTPYKUMIO  no
MEOMLMHCKOMY NPUMEHEHWHO», «HEe NPUMEHATB Mo
MCTEYEHMM  CPOKa  rogHoCTM»,  «XpaHuTe 8
HeJOCTYNHOM ANA OeTell MecTe», CxemaTudeckoe
n3obparerne TabneTu.

LONoNHWTENBHO Ha KAPTOHHOM YNaKOBKE (nauke)
AyBnupyerca TOProBoe HauMeHoBaHWe 1
[03MPOBKa C UcnonbaoBaHvem wopudTa bpaing.

NleKapcTBeHHan dopma, [03UpOBKa,
HauMeHOBaHWe AepaTens
PerucTPaLUoHHOro YOOCTOBEPEHUA ]
HanmeHoBaHmne npov3soauTens

/IeKapCcTBEHHOrO npenapaTa, HOMep Cepuw
(BrNOYaAIOWMIA MECALL M TOg MPOM3BOACTBA),
[aTa MCTe4EHWMA CPOKa rogHocTH (mecau u
roa).

Ha KapTOHHOW ynakoBke (mauke) yxasaHo:
TOProBoe HaWMEHOBaHME JIEKaPCTBEHHOrO
npenapata (coBnafaeT C MeMAyHapoaHLIM

HENaTeHTOBaHHbIM HavMeHOBaHWEM),
HanmeHoBaHWe neparens
PerucTPaLMoHHOro YLOCTOBEpeHUS ]
HalMmeHoBaHWe npoussoauTens
JIeKapCcTBeHHOro npenapaTa, agpec
NpoM3B0AMTENA JIEKaPCTBEHHOrO mnpenapara
(cTpaHa, obnactb, ropog), SNEKTPOHHLIN
afpec, 31eKTPOHHbLIA CaWT npou3BoAWUTENS,
agpec fgepwarens PerucTpaLMoHHOro
ypoctosepenua  (cTpaHa), NexapcTeeHHas

popma, [O3MPOBKa, KONMYECTBO TabneToK B
YNakoskKe, VIHdJOpMELI,I/Iﬂ 0 cocTase
NEKapCTBEHHOro npenapaTa (HaumeHoBaHue
[eNCTBYIOLLEr0 BELLeCTBA U Bro KOJM4YecTso,
nepedeHb  BCNOMOraTefbHbIX  BELLECTS),
HOMEp cepuu (BKAWYAOWMIA Mecau W rog
NpovM3soACTBa), [M3Ta WCTEYeHMA  CpoKa
roAHoCTM (rofeH A0: MECAL M rog), Ycnosus
XpaHeHun, cnocob npumeHenus: «[ns
npuema BHYTPb», YCAOBWMA OTNYCKa, HOMEpP
PerucTpaLMOHHOIO YOOCTOBEPEHUS, A0roTvN
nponssoanTens, Gapm-Kog, WTPUXOBON Koa,
OBYMEpHbIA WTPMXOBOMW KOZ4 C YacTUYHOM
pacwndposKoil MHOOpMaLMHY,
CofepHalleiica B [ABYMEPHOM LWTPUXOBOM
Koge, «CmoTpu WMHCTPYKLUMIO no
MEAMLIUHCKOMY NPUMEHEHUION, «He
MPUMEHATL MO WUCTEYEHMU CPOKa rOAHOCTUY,
«XpaHuTb B HEAOCTYNHOM O/A OeTel mectes,
cxemaTuyeckoe n3obpareHue TabneTku.
LONONHWUTENBHO Ha KApPTOHHOW YNakoBKe
(nauke) npoay6auposaHsl Toprosoe
HauMeHOBaHWe 7 [031pOBKa o
“Ccnosb3osaHuem WpndTa bpaiaa.

CpoK rogHOCTH 3 rona logeH go: 11/2028
XpaHeHue B 3aWulLeHHOM OT CBETa MECTE, NPKU TEMNepaType He Bbiwe 252 C
3aK/loueHue: COOTBETCTBYET/ He cooTaeTcTyeT TpebosaHuam JIM-Ne(004829)-(Pr-RU)-110324

(HeobxoguMOe NOAYEPKHYTE)

Odropmneno: Benosa H.C.
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HavanbHuk OKK:

~"/ Kupunuua /1.9.

Crpanuna: 2 u3 2
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TAPMALEBTUKA

JInnenzua Ne JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpemenue

Ha BRIITYCK CEPHH JICKAPCTBCHHOI'C IIp€rapara B peaJiu3aluio

3D.447(04)

Ne 8240t 21

HaumenoBanre npenapara

Jlozapran

Mex 1y HADOIHOE HETIATEHTORAHHOE, WM IPYIIIHPOBAHHOE,
UM XMMHYECKOe HaHMEHOBaHHE

Jlozapran

JlexapcTBeHHas hopma

TabneTku, TOKPEITHIE TUIEHOYHOH 000109K0H

Hozuporka

50 mr

®opMma BEITYCKA

TabneTki, IOKPEITEIE IUIEHOYHOH obooukoit, 50 Mr
(xoHTypHas s4eiikoBas ynakoBka) 30 x 1 (mavka kapToHHAS)

Howmep cepun

811225

Konumuectso

115 421 ynakoBok

Jarta Hagana IpOH3BOACTBA

26.12.2025

Cpox ronsocTH / logen mo

3 ropa/ 11/2028

HopmaTeBHasA DOKyMEHTAIUA

JIT-Ne(004829)-(PI-RU)-110324

CepruHKar Ka4ecTBa CepUH

824 01 21.01.2026

Haumenosanue MIPOMU3BOAUTENA

000 «Oz308»

Anpec mpou3BoaUTels (BCE CTAIHK NPOM3BOACTRA, BKIIOYAST
BBIMYCKAIOIKH KOHTPOJIb Ka4ECTBa)

Camapcxkas o6u1., r.0. JKurynesck, r. JKarynesck,
yi. I'uapoctpourened, 1. 6

PerucrpammonHoe ynocToreperue

JITI-Ne(004829)-(PT-RU)

JlaTa rocyjapcTBEHHOM peTHCTPalHy

11.03.2024 r.

HanveHoBaH¥e HepiKaTens PerHCTPALHONHOTO YAOCTOBEPEHHA

000 «ATtomm»

Pazpemenne qedcTBUTENBHO 0

11/2028

KommerTapun

IlpuBenienHas Bbimle MH(OpMALMA ABISIETCS JIOCTOBEPHOW M TO4HOM. Cepus NGKApPCTBEHHOIO Npelapara [pOM3BeleHa (BKIodas
YNAKoBKy (MapKMpOBKY) ¥ KOHTPOJNE Ka49ecTBa) Ha NPOM3BOJCTBEHHOMN MIOIIAJKE B IOJHOM COOTBETCTBHH ¢ TPeOOBaHMAMH IHLEH3WH,
[IpaBun Hannexaried NPOM3BOLCTBEHHON NPAKTHKYH, PETHCTPALMOHHOTO J0CkE. 3aIMCH M0 POHIBOACTBY, YIIAKOBKE M KOHTPOIIO KavecTsa
NPOBCPCHEI, B YCTAHOBIIEHO HX COOTBETCTBHE TPEGOBaHH.ﬂM HpaBHJI Haﬂncmameﬁ ﬂpOPIBBO,E{CTBCHHO]T'[ ITPaKTHKH.

IMPOOYKIIMA PASPEIIIEHA K PEAJIM3AITNU: M [a O Her
YTIOTHOMOYEHHOE JTHIIO:
/Hedenosa Anacracus Banepsesna/ 21 1% ¢,
©.H.0. jaara

Crpanuua: 1 13 |




«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

MEAFPAALHAD CAVYEREA TIO HA A ZOPY
| |.-||.|||.||.|:|I L1 I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 23_03.2026 10:26»
FE AT T A TAA T T o
B CPEPE APABOOXFPAHEHMA
Opranu3zanms, IIncbMma 00
JlaTa BHeCceHHsI B IIpousBoguTeNb Homep Howmep, nara
. BBINYCTHBIIAS B n3bsita JIC
AHC Toprosoe HaHMeHOBaHHe (BBINMYCKAOMIMH Crpana CBeJieHHsI 0 CTAHSIX MPOH3BOACTBA HopmaTHBHasi HOKyMeHTaLHs DAk IAHCKHH cepHH, pa3pelneHHs: Ha (HOME
Poc3apaBHag3opa KOHTPOJIb) paxa NapTHH HJIII P,
obopor nara)
Jlozapran; TabneTky, OO01ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHI0 "O30H" (OO0 "O30H"),
MOKPBITHIE TJIEHOYHOM O0uiecTBoO ¢ Poccus (ITpousoguress (rotopoit JID)); OOmecTBO ¢ OrpaHUYEHHON
21.01.2026 000JI0UKOM SOVMI‘ 30 mr., OrpaHUYEHHON Poccust otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccus JITT-Ne(004829)-(PT-RU)-110324 000 "Oson" 811225 )
YIIAKOBKU SUEHKOBBIE OTBETCTBEHHOCTBHIO (YnaxoBmuK/(hacoBIMK (B IEPBUUHYIO YIAKOBKY)); O6IecTBo ¢

KOHTYpHBIE (1), mauku
KapTOHHbIE/ ~

"Oson" (OO0 "O30H")

OrpaHUUeHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"), Poccust
(YnakoBmUK/hacOBMUK (BTOPUYHAS/TPETUYHAS YIIAKOBKA))




