Jlumensus Ne J1012-00102-77/00010683

@ Q GMP/EAEU/RU/01032-2023
@ OZON Paspewenue
DAPMALEBTIKA Ha BBIITYCK CCPHH JIEKAPCTBEHHOTO npelrapaTta B pealu3aluio
3D.447(04)
Ne 4794 ot 26 Hos6ps 2025 .
HaumeHnoBanue npenapara CrMpoHoNakToH
Me:xIyHapoHOE HENaTeHTOBAHHOE, HITH CrniupoHonakToH
IPYNIHPOBOYHOE, HITH XMMHYECKOE HANMEHOBAHKE
JlexapcTBeHHas opMma Tabnetku
Jlo3upoBka 25 mr
DopMa BEIYCKa TabJIETKH, 25 MT (KOHTYpHAA A9eiKoBas ynakoBka) 20 x 1 (mauka
KapTOHHA)
Homep cepu 501125
Konruectro 175 488 ynakosok
Hara Hagana npoussoscTRa 02.11.2025
Cpoxk rogroct / Tonen 1o 3 ropa/ 10/2028
HopMarusHas HOKyMeHTaIHsa JITI-Ne(006409)-(PT-RU)-010824
CeprudHkat kagecTBa cepHu 4794 o1 26.11.2025
HanumeHoBaHWe npoussoauTeNA 000 «O30n Dapm»
AJipec Mpou3BOIMTENA (BCE CTAAMH MPOM3BOJICTBA, Camapckas o6, T. 0. Toneartd, Tep. 033 1T, MarucTpais
BKJIOYad BBIITYCKAIOIWH KOHTPOIb Ka9eCTBRa) 3-4,3m0 11, ctp.1
PerrcrpaimonHoe ynoctosepeHHe JITI-Ne(006409)-(PI-RU)
Hara rocy1apcTBeHHO# perucTpamy 01.08.2024 r.
Hanmenoanue nepikarelis perucTpalHOHHOTO 000 «Atomiy
YAOCTOBEPEHHS
Paspemenne felicTBUTENLEHO 10 10/2028
Kommenrappnr [

ITpuBenenHas Bbie UHGOPMAIMA ABIAETCH DOCTOBEPHOH M TouHOM, Cepus TICKAapCTBEHHOI0 Npenapara MpousseacHa (BKIMOYAs YIaKoBKY
(MapKHMpOBKY) M KOHTPO/b KAYECTBA) HA MPOM3BOACTBEHHOM IUIOANKE B TOTHOM COOTBETCTRHH C TpeGOBAHHAMH JIMLEH3HH, [IpaBun
HazexkaeR NPOU3BOICTBEHHOR NPAKTHKH, PErHCTPALMOHHOTO 10ChE. 3aHCH 110 POH3BOLCTRY, YIAKOBKE | KOHTPOJIO KaYeCTBA MPOBEPEHE], H
YCTaHOBNICHO MX COOTBETCTBHE TpeGoBanuaM [IpaBuil HaiUleKameH IPOU3EOCTBEHHON PAKTHKH.
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Mecro Haxomaenna 000 «OsoH Dapm»: 445043, Camapckan 06, I. 0. ToALATTH, Tep. 033 NNT, marucrpansb 3-a, 34, 11, crp.1.

CAPMALUEBTHKA

Mecta ocywectenerun nuueHaupyemoit geatensHoctn 000 «OsoH ®apmn: Camapckan 06, 1. 0. ToneatTy, Tep. 033 MNNT, maructpans 3-8

C Q70N 34 1 cmp.1. Tencor.: 79874599993, +798774599994
Jnuenaus MuHuctepctsa MpombiwneHHOCTH 1 Toprosau PO Ne /1012-00102-77/00010683

CepTrduKaT KayecTsa cepun Ne 4794 ot 26.11.2025

CNMUpOHONAKTOH, TabaeTku 25 mr

Homep cepun
Jlata Hayana npou3BOACTBA
Konuuecrso

AHan13 BbINOAHEH O HOPMATUBHOMY JOKYMEHTY

TOProBoe HaUMEHOBAHKe /IeKAPCTBEHHOTO NPenapara, IeKapETBeHHaA GOPMa, JA03UPOBKA

PeructpaunoHHoe yaoctoseperue JIM-Ne(006409)-(Pr-RU)

501125
02.11.2025

175 488 ynakoBok

J1N-N2(006409)-(Pr-RU)-010824

HaumeHoBaHue nokasarens

Meroa_koHTpons

HopmaTuBHOe 3Ha4YeHue

PesyneTar KOHTPONA

Kpyrable nNOCKOUMAMK ApULeckue TabaeTku

EAWMHMYHAA  HeWAeHTUdMUMPOBaHHAR npUMecb npu AnuHe
BOJIHbI 254HM — He Gonee 1,0%
CymmapHoe  cogepianue
npumeced npu AAMHE BOAHBI
KaHpeHoHa — He 6onee 1,0%.

BCEX  HEMAEHTUDULMUPOBAHHLIX
254 HM 3a WCKAOYeHUEM

OnucaHue OpraHonentuyeckui
Kpyrable nnockouunmMHapuyeckue tabaetkun 6enoro uam 6enoro Benoro useTa, ¢ PUCKOM C OAHOI CTOPOHLI U
C ME/TOBaThiM OTTEHKOM LBETA C PUCKOW C OAHOM CTOPOHBLI M backoi ¢ ABYX CTOPOH, € XapaKTepHLIM
(acKoM C ABYX CTOPOH, € XapaKTepHbIM 3anaxom. 3anaxom.
MoanuHHOCTL B3aXX
Bpema yAepwuBaHUA OCHOBHOTO MNMKa Ha Xpomatorpamme
MCMbITYeMOoro pacTBopa, NPUroTOB/AEHHOMO ans
KO/NMHECTBEHHOrO OnNpedeneHun, JO/XHO COOTBETCTBOBaTb CootsetcrByeT
BPEMEHW YAEPKWBAHUA OCHOBHOFO MWKa Ha XpomaTorpamme
pacTeopa cTaHAapTHoro o6pasua CnMpoHoNaKToHa.
TCX
MATHO Ha xpomaTorpamme MCMbLITYEMOrO pacTBopa no
BE/IMYUHE, MONOKEHUK U MHTEHCMBHOCTU NOT/OWEHUA A0MKHO
COOTBETCTBOBATE MATHY Ha  Xpomatorpamme  pacTeopa CootsetctByer
CTaHA4apTHoro o6pasua cnMpoHONaKTOHa.
Peakums ¢ cepHoit KUCNOTON pacTBopom 50%
Habniogaetca 06pa3oBaHWe OPaHKEBOrO C KEATO-3e/eHbIM
oTTeHkoM,  cnabo  onmanecuMpylowero  pactsopa, npw
HarpeBaHuu nepexof, K TEMHO-KDacCHOMY OKpalWBaHWIo, C CootseTcrByer
BblAeNEHWeM CepoBoAopoaa.
Mpu BAvBaHWM pacTeopa B 10MA BOAbI NOABNASTCA 3€N1eHOBATO-
HeNTOe OKpawueaHue C GAyopecueHUMel, 3aTem KenToBaThli
0cagokK.
PactBopeHue [P Xlll, Y$-CnekTpodoromerpun
He meHee 75% (Q) Ca4H32045 (cnupoHonakToHa) yepes 60 MUH, 97 %
PoscTeeHHble npumecw BIXX
lMpumecs KaHpeHOH NpK AAMHE BOAHbI 283 HM — He Bosee 1,0% 0,11%

He o6HapymeHo

He o6HapymeHo

CymmapHoe cofepwaHue  Bcex HeUaeHTUPULUMPOBAHHbIX
NpUMeceil npu AauHe BOAHBLI 254 HM M NPUMECH KaHpeHoHa 0,11%
NpW A/MHE BOAHbI 283 HM — He Bonee 1,0%.

KonuuectseHHoe B3XHX

onpegeneHue Ot 23,13 mr 8o 26,89 Mr, CaqH32045 (cnupoHonakTona), cuuTan 26,26 mr
Ha CpefHK maccy TabaeTKu.

OAHOPOAHOCTb A03MpoBaHUA | D XIII, BIMKX
AV<15,0%. 2,4 %

Mukpo6Buonorudeckas
4yucToTa

Obuiee unucno aspobHbIx
MWKpoopraHuamos e 1r;
ObLiee YHCA0 APOHKKEBBIX W
nnecHesblx rpubose 1r;
Escherichiacolis 1.

[P XIll, Kareropua 3 A.

He 6onee 1-103 KOE/ r/mn;

He 6onee 1102 KOE/ r/mn;
oTcyTcTBMe B 1 r/ma.

meHee 1-10' KOE

meHee 1:10 KOE
oTCyTCTBYET

Ynakoska

Mo 10, 20 Tabnetok B KOHTYPHYIO™ AYEHKOBYIO YNakoBKy W3
NABHKK  MOAMBUHWAXNOPUAHOW W OABIM  aNOMUHMEBON
ne4YaTHOW NaKMpPOBaHHOIA.

Mo 10, 20, 30, 40, 50 wau 100 Tabnetok B 6HaHKu w3
noAusTUNEHTepedTanata ANA NeKAPCTBEHHbBIX CpeacTe unu
NO/MNPONUAEHOBLIE ans NeKapCTBEHHbIX CpeacTs,
YKYMOPEHHbIE KPBILWLKAMM M3 NOMATUAEHE BLICOKOTO AaBNEHUA
C KOHTPOMEM  MEpBOTrO  BCKPBITMA,  WAM  KpbllKaMK
NO/IMMPONKAGHOBLIMA € CUCTEMOMN «HAKATL-MOBEPHYTEY MM
KPbILIKAMU U3 MONMITUNEHA HUIKOTO AABNEHUA C KOHTPOJEM
NepBOro BCKPbITUA, )

Mo 20 Ttabnetok B KOWTYpHON AYeliKoBOI
YNaKOBKe M3 NAEHKW NONMBUHUAXIOPUAHON M
$oabru aNKMUHUEBOK neyaTHoM
NaKMPOBAHHOM,

1 KOHTYpHaR AYeliKOBAaA YNaKoBKa BMecTe ¢
MHCTDYKUMENR NO MEAMLMHCKOMY NPUMEHEHMI0
NOMELIEHa B KAPTOHHYIO YNaKoBKY (nayky).

Odopmneno: Benosa H.C.

Crpanuua: 1 w32
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Mecro Haxomaenna 000 «03oH dapm»: 445

043, Camapckan o6, 1. 0. Tonwatmy, Tep. 033 NN
MecTa ocyLecTBNeHnA NIMLEH3NPYEMOH [eATenbHOCTH 000 «030H Gapm»; Camapckan 06n., r. 0. TONLATTH, TEP. 033 NNT, marucTpans 3-A
ZON 3, 11, cTp.1. Ten.cot.: +79874599993, +798774595994

T, maructpans 3-A, 34 11, crp.l.

Nwvuexava MuHucTepcTBa MpOMBbIAEHHOCTY U Toprosau P$ Ne 1012-00102-77/00010683

@T—n—nq-u a

CeoBopHOe MpOCTPaHCTBO B faHKe 3anonHAOT  BaToM
MeqULIMHCKOM rwrpocxonuqecxoﬁ.

Ha GaHKy HaKNEeWBaIOT STUKETKY CaMORNEALLYHOCA.

OpHy GaHky wWau 1, 2, 3, 4 wm 5 KOHTYPHBbIX AYENKOBbIX
ynakosok Bmecte C WHCTpYKUMER  No  MEeAWLMHCKOMY

NPHUMEHEHMIO MOMEWIAIOT B KAPTOHHYIO ynaKoBKy (nauky).

MapKUpoBKa

Ha KoHTYpHOW AYEMKOBOW YnaKoBKe (6auncTepe) yKasbiBatoT

Toprosoe  HaumeHoBaHWE NeKapcTBeHHOTO  npenaparta
(cosnapaeT c MEHAYHAPOAHBIM HenaTeHTOBaHHbIM
HaWMEeHOBaHWeM),  NeKapCTBEHHYIO dopmy,  AO3MPOBKY,

HauMEHOBaHMe AEpHaTeNa PErMcTPaLuOHHOTO YA0CTOBEPEHUA
W HauMeHOoBaHWe NPOU3BOAUTENA NleKapCTBEHHOTO Npenapata,
HOMep cepumn (BKAKOHAIOWMA MECAL, U TOA nponaaop,cma), naty
MCTEUeHMA CPOKa FOAHOCTH (MECALL Y roa).

Ha sTUKeTke BaHKW YKa3biBaloT TOProBoe HaMMeHoBaHWe
neKapcTBEHHOro npenapata (coBnagaeT C MemayHapoAHbIM
HenaTeHTOBaHHBIM HaMMEHOBaHUEM), NeKapCTBEHHYIO dopmy,
[03MPOBKY, ~ KONMYECTBO tabnetok B DaHke, cnocob
npumenenna:  «flna npuema BHYTPbY,  HaMMEHOBaHue
nepwarena perucTpaLyoHHOro Y4OCTOBEPEHHA "
HauMeHOBaHWe NpPOoW3BOAUTENA NIeKapCTBEHHOTO Mpenapata,
noroTMn  NPOW3BOAWTENS, bapm-kop,  HOMEp  Cepun
(BrAKOMAIOWMA MECAL, W TOA, ﬂpOMBBO,ﬂ,CTBa), [aTy MCTe4eHWA
CpOKa rogHOCTH (rojeH A0: MECAL, 1 ro4).

Ha KapTOHHOHW YnakoBKe (nauke) yKaswlBaOT Toprosoe
HaWMEHOBaHME /IeKAPCTBEHHOTO npenapata (coBnapaeT ¢
MEMIYHAPOaHbIM  HEnaTeHTOBaHHbIM HaumeHoBaHWem),
HaUMEHOBaHMe AepHaTesa PerucTpauMoHHoro YA0CTOBEPEHUA
W HaUMEHOBaHWE NPOou3BOAMTENA /leKapCTBEHHOTO Npenapata,
afpec NpOWM3BOAMTENA /NIEKAPCTBEHHOID npenapata (cTpaHa,
oBnactb, ropoa) (4anA  naOWAAKK 000 «Q30H»), agpec
NPOM3BOAMTENA NIEKAPCTBEHHOTO npenapata {cTpana, obnacty,

rOpPOACKOH  OKPYT) (anA  naowwaakv 000 «0O30H Papm»),
3NEKTPOHHBIMA aapec W canT NPOV3BOAUTENA, 3APEC ASPKATENA
pPEerucTPaLAOHHOr0 YAOCTOBEPEHUA (cTpana), nexapcTBeHHYKo
HOpMY, AO3MPOBKY, KO/MMHECTBO Tab6neTok B YNaKOBKE,
WHpopmaumi 0  cocTase AeKapcTBEHHOTO  npenapata
(HaumeHoBaHUE AGMCTBYIOWIErO eLlecTBa W ero KO/W4ecTBo,
fepeyeHb  BCMOMOraTe/bHbIX pewecTs), Homep  Cepuu
(BRNtOUEIOWMA MECALL U TOA npoussoAcTea), AaTy MCTEYEHMA
cpoKa roaHoCTH (rofieH A0: MEcAL, 1 rof), YCnoBuA XpaHeHus,
cnoco6 NpUMeHeHKA: «fina npuema BHYTPEY, ycnosuma OTNYCKa,

HOMEP perncTpaumoHHoro YAOCTOBEPEHHA, NOroTUn
npou3soauTend, dapm-Koa, LITPUXOBOA  KOA, [ByMepHbINA
WITPUXOBOH KOA € NOAHOM WAM UaCTWHHOM pacu.md;posnoﬁ

uHbOpMaLIK, copepKalLieiica B ABYMEPHOM LITPUXOBOM KOAE
Wi 6ea Hero, «CMOTPU MHCTPYRUMIO o MefULMHCKOMY
npumeHeHuion, «He  MPUMEHATD Mo WCTeYeHWM CPOKa
rOAHOCTUY, «XpaHWTb B HEAOCTYNHOM ANA peTei mecten.

[ ononHUTENBHO HA KAapTOHHOW YNAKOBKE (nauxe) aybanpyeTca
Toprosoe HaumeHoBaHue W [03KpOBKA C MCNONMb30BAHWEM
wpudra bpanaa.

Ha KOHTYpHOM A4EHKOBOM yNakoBKke (6aucTepe)

YKa3aHo: TOprosoe HavMeHoBaHKe
nexapcTeeHHoro  npenapata (cosnapaer ¢
MEMAYHapOoAHbIM HEnaTeHTOBaHHbIM
HaMMeHOBaHWeM),  NexapcTBeHHaRA dopma,
[,03UPOBKA, Ha¥MEHOBaHWE peparena
perucTpaLmuoHHOro yZoocToBepeHua "
HaWmeHOoBaHne NpOWU3BOANTENA

NEeKapcTBEHHOTO  npenapata, HOMEp Cepuvu
{Bknmuawmmﬁ MECcAl, W o4 npouaao‘ucraa),
[aTa UCTEHEeHNA CPoKa roAHOCTH (mecau, 1 rog).
Ha KapTOHHOW YNaKoBKE (nauke) ykasaHo:
Toprogoe  HauMeHoBaHWe NEXapCTBEHHOTO
npenapata (cosnajaer ¢ MERAYHAPOAHBIM
HenaTeHTOBaHHbIM HaWMeHOBaHKeM),
HaWMEHOBAHUE AePKaTeNA PerucTpaLnoHHoro
YAOCTOBEPEHUA u HanMmeHoBaHWe
NPOW3BOAMTENA NEKAPCTBEHHOTO npenapara,
agpec Npo13BOAUTENA NIeKapCTBEHHOIO
npenapata (cTpaHa, oBnacTs, [OPOACKON
okpyr), 3/IeKTPOHHLIA  agpec  “ cant
NpoOW3BOAUTENS, appec nepwarens
PerucTpauMoHHOro  YAOCTOBEPEHNA (cTpana),
NeKapcTBeHHaA dopma, AO3UPOBKA,
KO/IMYECTBO Tabnetok B YNaKoBKe,
uHbopmauua 0  CocTaBe NeKapcTBeHHOro
npenapata (HanmeHoBaHWE AERCTBYIOWEro
pellecTBa WM €ro  KOJM4EcCTso, nepeyeHb
BCNOMOraTenbHbIX BEILECTB), HOMEp Cepuy
(BKAIOHAIOWMIA MECAL, W TOZ, npou3BoACT8a),
[aTa MCTEYEHWR CPOKa TOAHOCTH (ropeH Ao:
MeCAL, M TOA), YCNOBWA XPaHEHWA, cnocob
npumeHenua: «ina npuema BHYTPbY, YCNOBWA

oTnycKa, Homep pErucTpaLmoHHOro
yAOCTOBEpeHWA, ~ NIOTOTUN NPOU3BOAUTENSA,
dapm-Koa, WTPUXOBOW  KOA, ABYMEpHbI

WITPVXOBOW KOA C YacTUHHON pacmmbpoanoﬁ
nHdopmaLlmu, copepialleiica B ABYMEPHOM
LITPUXOBOM KOAE, «CMOTpM MHCTPYKLMIO MO
meauLMHCKoMY NpUMEHEHUIOR, «He
NPUMEHATL NO UCTEHEHUN CpOKa TOAHOCTUY,
«XpaHWTb B HEADCTYMHOM AR aeTeit mecten.
[lononHuTensHo  Ha KAapTOHHOW  YnakoBKe
(nauxe) npoay6aupoBaHbl Toprosoe
HavMeHoBaHWe n [03VMpPOBKA c
MCroNbaoBaHWeM WwpudTa Bpaina.

CpoK roAHOCTH

3roga

XpaHeHue

3akro4eHne: COOTBETCTBYET/ He COOTBETCTBY

(Heobxoaumoe NOAYEPKHYTD)

il —TT M

HayansHuk OKK:

iaau.mw.eﬁnom OT CBETa MecTe npu TemnepaType He Bblwe 25 °C
et TpeboBaHnAM ﬂH-N9(006409)-{PF-RU)-010824

loaeH no: 10/2028

/Kyauna O.H.

Crpanmua: 2 13 2




PEAEFAABHAA C
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ANVAHBA TIO Hy

«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

1 A2
ASOFY

B COEPE 3APABOOXFPAHEHMA

rnpenapaTa, No coctoAHUo Ha 13.04.2026 18:35»

sTYeHKOBbIe KOHTYpHbIE (1),
TayKy KapTOHHbIE/ ~

@apm" (OO0 "O30H
Dapm")

Poccust (Y nakoBumk/gacoBiuk (B NEPBUUHYIO YIIAKOBKY)); OOmecTBo ¢
OrpaHUYEeHHON 0TBeTCTBeHHOCTHI0 "O30H Papm" (OO0 "O3zon ®Papm"),
Poccust (Y nakoBmyK/chacoBMUK (BTOPUYHAS/ TPETHYHASI YIIAKOBKA))

Opranu3zanms, IIncbMma 00
JlaTa BHeceHHsI B IIpousBoguTeNb Homep Howmep, nara
. BBINTYCTHBIIAS B m3bsitan JIC
AHC Toprosoe HanmMeHOBaHHE (BBITy CKAIOIHH Crpana CaeJieHHsI 0 CTaHSIX IPOH3BOACTBA HopmaTHBHas1 TOKYMEHTAIHsI A CepHH, pa3peleHss Ha (HOMep
’
Poc3apaBHag3opa KOHTPOJIb) oBopot NapTHH HJIIT nara)
OO6mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "O30H Papm” (000
CnMpoOHOJIAKTOH; TabJIeTKH OO01wEecTBO ¢ OrpaHUYEHHON "Oson @apm"), Poccust (TIpousBoguress (rorosoit JID)); ObmecTBo ¢
26.11.2025 25 vr 20 mWT., yIaKOBKH OTBETCTBEHHOCTHIO "O30H Poccust OrpaHUYEeHHON 0TBeTCTBeHHOCTHI0 "O30H Papm" (OO0 "O3zon ®Papm"), JIT-Ne(006409)-(PT-RU)-010824 ((I)DXICD)ME)3OH 501125 )




