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DAPMALIEBTUKA

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

Paszpemenue

Ha BBIITYCK CEPHUH JICKAPCTBEHHOTO IIpETIapaTa B PEall3allhi0

3.447(04)
279 10 MNI%
Ne133180r 41 1. M4 7,
HanmenoBanue npemapara Jlozapran
Mex yHapoJHoe HENaTeHTOBAHHOE, WIIH [PYNIMPOBaHHOE, JlozapTan

HIH XHMHYECKO€ HAHMEHOBaHHe

JlexapcTBeHHas GopMa

TabneTky, IOKPLITEIE [LIEHOYHOH 000109KO#H

Io3uporka

50 mr

@opmMa BhIITyCcKa

TabneTky, NOKPEITHE IUIEHOYHOH 0Gomoukoit, 50 Mr
(xoHTypHasa f4eiikoBas ynakoeka) 30 x 1 (mauka kapTOHHaS)

Homep cepun

651025

KommgecTso

115 280 yrakosox

Jlata Hadana MPOM3BOICTBA

02.10.2025

Cpox rogHoctu / Tomen 1o

3 roga/ 09/2028

HopmareBHas moxyMmeHTamus

JITI-Ne(004829)~(PI"™-RU)-110324

Ceprudukar KadecTsa Cepuu

13318 07 21.10.2025

HanMeHoBaHwe nponssoguTens

000 «Oz0m»

Anpec pou3BoUTENs (BCE CTAINH [IPOM3BO/ICTRA, BKITIOYAs
BBIITY CKAFOLIMH KOHTPOJIh Ka4ecTRa)

Camapcxkas 00i1., r.0. XKurynesck, r. XKurynesck,
yn. I'ugpocrpourenet, 1. 6

PerucTpaluoHHOe yI0CTOBEpEHE

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

JlaTa rocy 1apcTBEHHOMH perucTpanuy 11.03.2024 r.
HaumeHoBaHye nepiaTens perucTpalMonHOro yocrosepenns| 000 « Ao
Paspelenue neHCTBHTENBHO 10O 09/2028

KommerTapun

[puBesennan BbIIe MHGOPMALMA SBISETCH IOCTOBEPHOH H TOUHOM. Cepus JIeKapCTBEHHOrO MPENapaTa NpOM3BENeHa (BKMOUAL
YNakoBKY (MapKHPOBKY) M KOHTPONIL KadecTBA) Ha NPOM3BOJICTREHHOW [IIOLIALKE B TOMHOM COOTBETCTBHH C TpeOOBaHHAMH ITHIEH3HH,
Ilpasun Hajiexamel NPOUBOACTBEHHOM NPAKTHKH, PErHCTPALMOHHOTO HOChe. 3ATHCH 110 MPOU3BOACTBY, YMAKOBKE W KOHTPOIIO KauecTBa
[IPOBEPEHEL, 1 YCTAHOBJICHO X COOTBETCTBHE TpebosanmsM [1pasu HanieKallel TPOR3BOICTREHHO PAKTHKH.

[TPOIYKIIVA PA3PEIIEHA K PEATIM3ALIUU:
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CAPMALIEBTUKA

Mecro Haxomaenua: 000 «Q3oH», 445351, Camapckas 0bn., r. Murynesck, ya. NMecouras, 34, 11
MecTa ocyWecTsNeHnA NMUEHINPYeMOH AeatenbHocti: 000 «O30H», 445351, Camapckas o6, r. 0. Hurynesck, r. ¥urynesck, yn.
MmppocTpoutened, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

Jlnuersna Munucrepcrsa Mpombiwnenroctv u Toprosau P Ne N012-00102-77/00010730

Ceptudukar kavectsa cepum N213318 o1 21.10.2025

JlozapTtaH, Tabnetku, NoKpbIThbie NNEeHOYHOM 060104K0M 50 Mr

Homep cepun
[laTa Hayana npouasoacTsa
Konwnyecrtso

AHa/I13 BbINO/IHEH NO HOPMATUBHOMY AOKYMEHTY

TORroBaE HaMMeHoBaHWe NeKaPCTBEHHOTD NpPenaparTa, NekapcTBeHHAA GOpMa, A03HMPOBKa

PerucrpauvonHoe yaocrosepeHue JM-Ne(004829)-(Pr-RU)

651025

02.10.2025
115 280 ynakosok

JIN-Ne(004829)-(Pr-RU)-110324

HavmeHoBaHWe nokasatens

MeTtoa KOHTPOAA
HopmaTuMBHOE 3HadeHue

PesynbTaT KOHTPOAS

OnucaHue

BusyanbHbIn

LUnnuHapuyeckne  OBOAKOBbINYKAbie  TaBAeTKM,
MOKPbLITbIE MNEHOYHOW o6onoukoit 6Genoro wAu
nouti Senoro LBeTa, Ha NONepeuHoM paspese
BUAHbI ABa CnoA - Aapo 6enoro unu noutu Genoro
LBETa 1 NieHo4YHas obonouka.

LinnuHapuyeckie ABOAKOBLINYKAbIE
TabneTKu, NOKPLITLIE MAEHOYHOM 0HONOYKON
Benoro LBeTa, Ha NonNepeYHoM paspese
BUAHbI 182 c10A — aapo Benoro ugeTta u
nneHoyHan obonouka.

MopnvHHOCTL

BIMX

Bpems  yAepKMBaHWA  OCHOBHOTO MNWMKa  Ha
XpOMaTOrpamme WUCMbITYEMOrC PacTBopa AOMKHO
COOTBETCTBOBATL BpemMEHMU YOEPHUBAHUA
OCHOBHOrO NWKa Ha xpomaTtorpamme pacTsopa CO
fnosapTaHa  Kanvs  (pasgen  «KoawuecTseHHoe
onpeagneHuen).

CooTtseTtcreyeT

PactsopeHue

[P P, YD-cnekTpodoTOMETPUS
He meHee 80 % (Q) Cz2H22CIKN5O (no3apTaHa kanus)
yepes 45 MKH.

99 %

PopcreeHHble npumecu

BIKX

Niobas eguHMYHanA HeMAEHTMOMLMPOBAHHES
npumecs —He bonee 0,2 %;

Cymma npumece - He 6onee 1,0 %

He o6HapyeHo
He 0bHapy®eHo

0aHOPOAHOCTL A03MpPOBaHUA

[P PP, criocob 2

MT, CYMTEA Ha CPeAHIOK Maccy TabneTku.

AV<15,0%. 3,3%
KonuvecteeHHoe BaXKX
onpepenexue 0746,3 00 53,8 Cz;H2CIKNgO (no3apTana kanus) 49,9 mr

Mukpobuonoruyeckas ymcroTa
O6wee Yncno aspobHbix
MUKpOOpraHmMsmos s 1r;
ObLiee 4MCA0 APOMHIKEBLIX M
nnecHesbix rpnbos e 1r;
Escherichiacolis 1r.

[P Pd, Kateropus 3 A.

He 6onee 1-10% KOE/ r/mn;

He 6onee 1-:102 KOE/ r/mn;
OTCYTCTBME B 1 r/Mn

MeHee 1-10" KOE

meree 1-10" KOE
OTCYTCTBYET

MeXayHapoaHbim HEeNaTeHTOBaHHbIM

Ynakoska Mo 10, 30 7abnetok B KoHTypHylo sauyelikosyio | Mo 30 TabieToK s KOHTYPHOW RYeliKoBoi
YM2KOBKY W3 NAGHKM NOAMBUHUNXNOPUAHON NMBO | yNakoBKe U3 NAGHKM MOAMBUHUAXAOPUAHON U
NAEHKM donbru aNOMUHUEBOM ne4aTHok
MONUBUHWIXNOPUAHOMA/NONMBUHWAMAEHXNOPUAHOM | NAKUPOBAHHOI.
1 GONLIY BNOMUHMEBOR NEYATHOM NaKUPOBAaHHOH. | 1 KOHTYpHas AYeiiKoBas YNakoBKa BMecTe C
Wau no 10, 30 Tabnetok B KOHTYPHYIO A4eifKOBYH | MHCTPYKUMel no MeOULMHCKOMY
YNaKoBKy M3 maTepuana KOMOMHWPOBAHHOIO Ha | MDMMEHEHWID nOMelleHa B KapTOHHYIO
ocHose  ¢onbru  (TpexcnoiMbil  maTepuan, Yrnakosky (nauky).
BH/IIOHAIOWMA  ANIOMUHMEBYIO QONLIY, MACHKY M3
OP1EHTUPOBAHHOIO noavamuaa,
NONUBUHWNXNOPUAHYIO  MAeHKY) W donbru
aNlOMUHWEBOW NEYaTHON aKMPOBaHHOM.
1, 2, 3, 4, 5 6 uau 10 KOHTYPHbIX RUEHKOBBIX
YMaKoBOK BMeECTe o WHCTPYKLUMEeR no
MEOULMHCKOMY — MPUMEHEHMIO  NOMELAT B
KapPTOHHYIO yNakoBKy (naury).

Mapkuposka Ha KoHTypHO#i auelikosoii ynakoeke (6nucrepe) | Ha KOHTYPHOW ~ AYelKOBOM  ynaxoBsKe
YKa3blBaioT TOprosoe HaumeHosaHue | (6aucrepe) YKa3aHo: TOprosoe
NeKapCTBEHHOrO  npenapata (cosnagaer ¢ | HauMmeHOBaHME NEKAPCTBEHHOTO npenapara

(cosnagaer c MEMAYHEPOaHbBIM

Odopmneno: Benosa H.C.

Crpannua: 1 u3 2
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QAPMAUEBTUKA

Mecto HaxoxmaeHus: 000 «O30H», 445351, Camapckan 0ba., r. Murynesck, ya. Mecodxan, 34, 11
MecTa ocyllecTBneHua nuleHsupyemoi aeatensHoctu: 000 «O30H», 445351, Camapckas 06a., r. 0. Murynescy, r. Murynesck, yn.
rmapocrpouTenen, 4. 6; Ten, +79874589991, +79874595992, (84862) 290-00, dakc (84862) 341-09;

Nuuensua Munuctepcrea MpombiwnesHoctv v Toprosan P® Ne /1012-00102-77/00010730

HaumeHoBaHueMm), NeKapCcTBeHHYIO dopmy,
[LO3MPOBKY, HaumeHoBaHue nepHaTens
PErMCcTpaLMoHHOro yAocToBepeHus “

HanMmeHoBaHWe npovs3soauTens JIeKapCTBEHHOrO
npenapaTa, HOMep cepuu (BK/IKOYAIOWMIA MecsaL, ¢
rog nNpOM3BOACTBA), MAaTy MCTEYEHMA  CpOKa
rogHocTv (mecau u roa).

Ha KapTOHHOW VynakoBKe (Ma4ke) yKasbiBawoT

TOproBoe HauMeHOoBaHue NeKapCTBEHHO
npenapata  (coBnagaeT C  MemayHapoaHbIM
HEMaTEHTOBAHHbIM HaMMeHOoBaHWem),
HameHOBaHKe aepxartena perncTpaunoHHoro

YOOCTOBEPEHUA M HAaMMEHOBaHWE NpoM3BoAMTENs
NEKapCTBEHHOrO Npenapara, agpec NpoMsBOAMTENA
NEeKapcTBeHHOro npenapata  (ctpaHa, obnacts,
ropoa) (ana naowagku Q00 «O30H»), agpec
npou3soAuTeNA NeKapCcTBEHHOTO npenapara
(ctpana, obnacte, ropogckoid  oKpyr)  (&nA
naowaakn 000 «030H Dapm»), 31EKTPOHHbIN
adpec W CalT npov3BoAuMTeNs, aApec Aepwarens
PerucTpauMOHHOrO  yaocToBepeHua  (cTpaHa),
NexapcTeeHHyio dopmy, L03MPOBKY, KOAMYECTBO
TabfieToK - 8 yNakoBKe, MHOOpPMaLWio O CcocTase
NIeKapCTBEHHOTO npenapara (HaumeHoBaHMe
OEWCTBYIOWEro BeWwecTsa W ero  KOJWMYEecTso,
nepeyeHb BCMOMOTATE/bHBIX BELECTB), HOMEp
cepuu (BKAKOHRIOWMIA Mecal U roa Npov3BoAcTBa),
[OaTy UCTEYEHWS CPOKa rogHOCTM (rogeH 40: MEecal,
W roA), YCNOBWA XpaHeHua, cnocob npumeHeHmsa:
«[lna npuema BHYTPbY, YCAOBWA OTMYCKa, HOMEpP
PErUCTPaLMOHHOTO  YAOCTOBEPEHMA,  AOTOTUN
npoussoguTens, Gapm-Kkoad, WTPMXOBOM  Kog,
[BYMEDHbIA WTPMXOBOM KOZA € NOAHOM WM
YacTUYHOMW paciMdpoBKoi UHbOopMaLumu,
CoAepHallenca B OBYMEPHOM LWTPUXOBOM Koge
wnn  Bes  Hero, «CMOTPM  WMHCTPYKUMIO MO
MEOMLMHCKOMY NPUMEHEHMION, «HE NPUMEHATL Mo
MCTEYEHWMM CPOKa [OAHOCTMY, «XpaHWTb 8
HeOoCTYNMHOM ANA OETEA MECTE», CXeMaTWM4ecKoe
usobpamerue TabneTku.

[ONoNHWTENBHO Ha KaPTOHHOW ynakosKe (navke)
AyBanpyeTcs TOproBoe HauMeHOBaHKE
[03MPOBKa C MCNoAL30BaHMeM WpKudTa Bpaina.

HenaTeHTOBaHHbIM HaMMEHOBaHHEM),
NeKapcTBeHHan dopma, [03MPOBKa,
HaumeHoBaHWe AepraTtens
PEerucTpaumMoHHoro YAOCTOBEpeHns “
HavmeHOBaHue npousBoaMTENA

JIEKapCTBEHHOrC npenapaTta, HOMEep Cepuu
(BKAlOYatOWMWA MecAl M rog Npowu3soacTsa),
AaTa MCTeYeHMA CPOKa rOAHOCTM (Mecau W
roa,).

Ha KapToHHOM ynakoske (madke) ykazaHo:
TOpropoe HauvMeHOBaHWE NEeKapCTBeHHOro
npenapata (COBNagaeT € MEMAYHAPOLHbLIM

HenaTeHTOBaHHbIM HauMeHOoBaHuem),
HauMeHoBaHMe Lepratens
PErMcTPaLMoHHOro YOOCTOBEPEHMA U
HaumeHoBaHue npoussoauTens
NeKapcTBeHHOTO npenapara, appec

npov3BoAMTENA JNEKapCTBEHHOro npenapaTta
(ctpana, obnacTb, roOpoO4), 3NEKTPOHHLINA
afpec, 3N1EeKTPOHHBIA CaWT NpPOU3BOAMUTENS,
agpec aeparens PerMcTpaLMoHHOro
yaoctosepenus  (cTpaHa), /NeKapcTseHHas
dopma, [O3MPOBKA, KOAMYECTBO TaBnetok 8
YMaKoBKe, WHGOpMaLma (o] cocTase
NIeKapCcTBEHHOTO npenapaTta (HaumeHoBaHue
LeliCTBYIOWEro BELECTBa M ero KoJM4YecTEo,
nepeuyeHs  BCNIOMOTaTeNbHbIX gellecTs),
HOMED CepuM (BKAKOYAKOWMA MECAL W ropg
NPOM3BOACTB3), [AaTa WCTEYEHWS  CPOKa
rogHocTH (rogeH o: Mecal u roa), ycnoBua
XpaHeHwWs, cnocob npumeHeHwsa:  «[ns
npuMema BHYTPb», YCAOBMA OTNYCKa, HOMEP
PerucTpaLMoHHOIo YAOCTOBEPEHUA, JOTOTUM
npoussoanTens, dapm-Kog, WTPUXOBON Kopa,
[BYMEPHBIM LWTPUXOBOW KOA, C HacTHYHOM
paclmndposKon uHbopmaumu,
cofepalleiica B [ABYMEPHOM LUTPUXOBOM
Koae, «CmoTpm MHCTPYKLUIO no
MEAMLUHCKOMY NPUMEHEHUION, «He
MPUMMEHATb MO UCTEYEHWM CPOKa roAHOCTMY,
«XpaHWTL B HEAOCTYNHOM A8 OETEN MecTey,
CXEMaTHYecKoe M30bpareHue Tabnetku.
[OonNoNHUTENBHO Ha KapTOHHOW  yMakoBKe
(nauke) npoayb6AMpoBaHbI Toprosoe
HaUMeHoBaHue u [LO3VPOBKA c
WUCnonb3osaHmem wpupTa bpains.

CpoK rogHocT1

3 roaa

roneH go: 09/2028

XpaHeHue

B 3aWuMiLeHHOM OT CBETa MecTe, NpM TemnepaType He sbiwe 252 C

3aknioueHue: COOTBETCTB et/ He cooTseTcTayeT TpebosaHuam JIMN-Ne(004829)-(Pr-RU)-110324

(Heobxoanmoe NoaYepKHYTh)

Odgopmneno: benosa H.C.

HauanbHuK OKK:

~ / Kupuauna N1.0.

Crpanuua: 2 u3 2




«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 02_05.2026 15:20»
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
21.10.2025 000JI0UKOM SOVMI‘ 30 mr., OrpaHUYEHHON Poccust otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccus JITT-Ne(004829)-(PT-RU)-110324 000 "Oson" 651025 )
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))




