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C?QZON

MALEEBTUMKA

Jlauensus Ne J1012-00102-77/00010683

Paspemenne

Ha BERIITYyCK CeEpHH JIEKAPCTBEHHOTO npenapara B peanusanuro

30.447(04)

Ne 5170 ot 22 Jexabps 2025 r.

Haumernopanue npemnapara F{ananprm AnbdakTus
Mexnynaponnoe HETIaTEHTOBAHHOE, HITH TPYNIHPOBOYHOE, OHananpun
HIIH XHMHYECKOE HAaUMEeHOBAHKE
JlexapcTeennas popma TabaeTkn
Ho3zuposxka 5wMr
®opma BEImycka Tabnerkn, S5 mr (xoHTypHas sueiikoBas ymakoBka) 20 x 1
(mauxa KapTOHHas)
Homep cepun 041125 j
Komuyectso 389 952 ynakosok |
Hata mavana npoussoncrea 24.11.2025

Cpox ronsoctn / Tonen o

3 roma/ 10/2028

Hopmarusras IOKYMEHTAIHs

P N001694/0 1-260321, U3m.Nel-Ne3

Ceprutrkar xauectra Cepun

5170 o122.12.2025

.

HamnmeroBanue npoussourens

000 «Os30m Dapm»

AZpec npomssomTeNs (Bce cTagun MPOH3BO/JCTBRE, BITFOYAs

Camapckas o6, r. o. TombsarTh, Tep. 093 IIIIT, MarucTpans

BRIy CKAIOILUH KOHTPOTH KayecTra) 3-1,3m. 11, ctp.1
Peructpanuonnoe YAOCTOBEpEHHE P N001694/01
Hata rocynapcreennoi PerucTpanuy 09.11.2007
Hammenoganue NI€P3KaTells PErHCTPAaMOHHOr0 yiocroseperusa| 000 «PHDy
Paspemenne NEHCTBHTENEHO 110 10/2028

LKOMMP,HTame

[IPOOYKIIUSA PA3PEIIEHA K PEATTU3ALINU:

YnonaoMmouernoe JIHIIO:

/ < —/CTenanos Anekceit Cepreespy/ 22.12.2025 1.

NOJTHCE $HO Jara

Crpanuma: 1 u3 |
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Mecro Haxosmpaerna 000 «O3o0H Papmn»: 445043, Camapckan 06, r. 0. TonbaTTH, Tep. 033 MNT, marvcTpans 3-7, 34. 11, crp.l.
('EJ OZO N MecTa ocywecTNeHus AnLeH3Iupyemoii geatensHoct 000 «O30H ®apm»: Camapckan oba., 1. 0. TonbATTH, Tep. 033 MNT, marucrpans 3-a

DAPMALIEBTVKA

34. 11, crp.1. Ten.cot.: +79874599993, +798774599994

NuueHsna Munuctepcrsa MpomeiwnesHocTy v Toprosnu P Ne /1012-00102-77/00010683

Ceptudukar kayectea cepuun Ne 5170 ot 22.12.2025

JHananpun AnbdakTus, Tabnetku 5 mr

Homep cepumn
[aTa Havana npoussoacTea
KoauyecTso

AHa/11M3 BbINONHEH NO HOPMATUBHOMY AOKYMEHTY

TOProB0e HaMMEHOBAHKE NIEKZPCTBEHHOD NPENapaTa, NekapcTaeHHan $opma, A03HpoBKa

PerucrpaumoHHoe ygoctosepeHne P N0O01694/01

041125
24.11.2025

389 952 ynakoBoK

P N001694/01-260321, M3m.No1-Ne3

HaumeHoBsaHWe nokasatens

Mertoz_koHTpons
HopmaTuBHOE 3HadYeHue

PesynbTaT KOHTpONA

SHananpuna QUKeTonunepasvH — He Gonee 2,5%;
EovHWYHas HenpeHTUOMUMPOBAHHAA MpUMECh — He
Gonee 0,3%;

Cymma HenaeHTUOULIMPOBaHHLIX Npumeceit — He Bosee
1,0%

Onwucanue BuayanbHbiit
Kpyr/ible naockouuanHapuyeckue Tabnetku 6enoro uam Kpyr/abie NNocKouMAMHAPHUYECKKE TaBaeTKu
benoro ¢ #enToBaTbiM OTTEHKOM LiBETa C PUCKOM M 6enoro LBeTa ¢ PUCKOM M dacKoi.
bacKko#.
MopnuHHOCTL BIHX
Bpema yHepXMBaHWA OCHOBHbBIX MUKOB (ManerHOBOM
KACNOTBI M 3Hananpuna) Ha  XpomaTtorpamme
UCNbITYEMOTO  pacTeopa [O/MMHO  COOTBETCTBOBATL CooTseTcTByeT
BPEMEHU  yAEPMBAHWMA  OCHOBHBLIX MMKOB  Ha
XpomaTorpamme pactsopa cTtaHgapTHoro obpasua (CO)
A 3Hananpuna maneata (pasgen «KoauecTseHHoe
onpepeneHuen).
PacTeopeHue [D Pd, BOKX
He meHee 70 % (Q) CaoH28N205-CsHaO4 (3Hananpuna 100 %
Masieata) yepes 45 MUHYT OT 3aABNEHHOTO coaepsaHma.
PoacTeeHHbIe npumecu BIXX
JHananpunaT — He bonee 1,5%; 0,02 %

He o6HapyxeHo
He oBHapyxeHo

He obHapyeHo

OaHOpoAHOCTE [03UPOBaHKUA

[D Pd, cnocob 1, BIXKX

O6Lee YHCNO APOMHKEBDIX U
nnecHesbIX rpubos e 1r;
Escherichiacolis 1.

He 6onee 1:102 KOE/ r/mn;
oTcyTcTeue 8 1 r/mn

AV<15,0%. 51%
KonuvecteeHHoe onpefeneHye | BIMX
Ot 4,5 po 5,5 mr CzHsN20s:CsHs04 (aHananpuna 5,0 mr
MajieaTta) CYMTaA Ha CPeaHION Maccy TabneTku.
Mukpobuonoruyeckas yuctota | [P Pd, Kateropus 3A
06uwee 4yncno a3pobHbIX
MWKpOOpraHusmos 8 1r; He 6onee 1-10° KOE/ r/mn; " 110 KOE

Menee 1:10* KOE
OTcyTcTayer

YKa3blBaloT TOpProeoe HaWMEHOBaHWE JfieKapCTBEHHOrO

npenapata W MeMAyHapodHOe  HenaTeHTOBaHHOe
HaMMEHOBaHWe, NEKapCTBEHHYIO QOpMY, [O03WUPOBKY,
HauMeHOoBaHWe Aepwatens PerucTpaLuoHHoOro
YOOCTOBEPEHMA W HAaWMEHOBAHME NPOM3BOAMTENA
JIeKapCTBEHHOTO npenapara, HoMep cepuu

(skmoualoWwmii  Mecaw, M rog NpoM3soAcTsa),
MCTEYEeHWA CPOKa rOAHOCTU (MEecal, 1 roa).

Ha KapToHHOI ynaKoBke (nauke) ykasbiBaloT TOprosoe
HaWMMEHOBaHUE  JIEKapCTBEHHOro npenaparTa [

Aaty

Ynakoska Mo 10, 20 TabneToKk B KOHTYPHYIO AYelikoBylo ynakosky | Mo 20 Tabnetok B KOHTYPHOW AYEeHKOBOM
W3 NNEHKM  MOAMBUHUIXNOPUAHOA M OALMM | YNAKOBKE W3 NAGHKM NOAMBMHUAXIOPUAHON M
anoMUHWEBON NeYaTHOM TaKMPOBaHHOMN, donbru aNlOMUHKHEBOM nevyaTHoW
1, 2,4, 6 8 unm 10 KOHTYPHLIX AYEUKOBbLIX YNaKOBOK | JaKMpOBaHHOM.

BMECTE C MHCTPYKLMEN MO MeAMUMHCKOMY MPUMEHEHMIO | 1 KOHTYpHas A4eiikosas ynaKkoBKa smecte c

(MMCTOK-BKNAABIW) NOMEWAIOT B KApPTOHHYIO YNaKoBKY | MHCTPYKUMel no MeaWULMHCKOMY MPUMEHEHUIO

(nauxy). (NMCTOK-BKNAALIW) MOMEWEHa B KapTOHHYIO
ynakoBKy (nauky).

MapKupoBka Ha KOHTYpHOW AueiikoBoi ynakoske (6auctepe) | Ha KoHTypHOI AuelikoBoil ynakoske (6nucTepe)

yKasaHbi: TOprosoe HaumeHoBaHMWe
NeKapcTBEHHOro NpenapaTa U MeXayHapogHoe

HenaTeHTOBaHHOe HaumeHoBaHwue,
NeKapcTBeHHas dopma, [03WPOBKa,
HauMeHOBaHWe AepXaTens perucrpaumoHHoro
yAocToBepeHus “ HaMMeHoBaHKe

NPOM3BOAUTENA JIEKAaPCTBEHHOrO Mpenapara,
HOMep cepuu (BKNIOYAKOWMIA Mecal M rog
NpOM3BOACTBA), AaTa  WCTEUEHMA  CPOKa
rogHocTtv (mecau 1 rog).

Odoomnero: Benosa H.C.

Crpannua: 1 w3 2
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4 MecTo HaxomgeHua 000 «030H dapm»: 445043, Camapcekan 061., 1. 0. TonsaTTy, Tep. 033 NNT, marucTpans 3-8, 34. 11, cp.1.

(4 OZO N MecTa OCyLecTBARHMA NTULEHIMPYEMOii AeATenbHocT 000 «O30H dapmy: Camapckas 06, I, 0. TonbaTTd, Tep. 033 NMT, marucTpane 3-8
CAPMALEBTUKA 31 11 cTp.1. Ten.cor.: +79874599993, +798774599994

NuueHsua MuHucTepcTsa MpOMBIWAEHHOCTH U TOProBu pd Neo 1012-00102-77/00010683

MeXayHapoaHoe HenaTeHToBaHHOE HauMeHOoBaHue,
HaumeHOBaHKe Aepmwarena perucTpalMoHHoro
yaocToBepeHua W HaMMeHOBaHMWE NPoOW3BOAWTENA

fNeKapcTBeHHOro npenapata, afApec nNpoussoAuTens
NleKapcTBeHHOro npenapata (cTpaHa, obnactb, ropog)
(ana nnowagku OO0 «O30H»), agpec NPOM3BOAUTENA
NeKapcTBEHHOrO  npenapata (ctpana,  obnacTs,
ropoackoit okpyr) (ana nrowaaku 000 «O30H dapmy),
3/1EKTPOHHbLIA aapec W CaWT npoussoauTens, agpec
JEepHaTens pervcTpaLMoHHOTO YA0CTOBEpeHUA (CTpaHa),

NekapcTBeHHylo  ¢opmy,  AO3MPOBKY,  KONMYECTBO
TabneTok B YynakoBke, wHpopmauuio O cocTase
NeKapcTBeHHOro npenapata (HaumeHoBaHue

[AeMCTBYIOWEro BeLecTsa U ero KOJMYecTso, nepeyeHs
BCMOMOraTeNbHbIX BELLEeCTB), Homep cepuu
(BRMlOYADWMIA MecAl W oA NPOW3BOACTBA), AATY
WCTEYEHWA CPOKa FOAHOCTM (rOgeH Ao: MecAU W roA),
YCNOBMA XpaHeHus, cnocob npumereHua: «fina npuema
BHYTPb», YCNOBMA OTNYCKa, HOMEP PEerMcTpaLoHHOro
YLOCTOBEPEHMA, JIOTOTWN NpOM3BOANTENA, (GapM-KOA,
LWITPUXOBOM KOA, ABYXMEPHbIN WITPUXOBOH KOA € NOAHOM
MAWM  YaCTUYHOM pacwmndpoBKoi uHbOpMaLuK,
cogepwalleiica B ABYXMEPHOM LWITPUXOBOM KOAE WU/M
Ges Hero, rpaduueckuit 3nemeHT Wi Bes Hero,
«CMOTPM MHCTPYKLMIO NO MEAWULIMHCKOMY NPUMEHEHWIO
(nucTok-BKAagbIW)», «He MNPUMEHATL MO WCTEHEHHMK
CPOKa roAHOCTH®, «XPaHUTb B HEAOCTYNHOM ANA AeTel
MmecTe».,

[ONoNHUTENBHO HA KapTOHHOM  ynaKoBKe (nauke)
ny6nupyeTca TOproBoe HaMMeHOBaHME W AO3MPOBKA C
ucnonb3osaHem wpubTa bpaiaa.

Ha KapTOHHOM ynaKkosKke (nayke) yKasaHbl:
TOProBoe  HaWMeHoBaHWe  NEKapCTBEHHOro
npenapara " MEeXAyHapoaHoe
HenaTeHTOBaHHOE HanuMeHOBaHUe,
HaUMeHOBaHWe AEpMaTens pPerucTpauuoHHOro
YAOCTOBEPEHUA u HauMeHOBaHKue
NPOW3BOAMTENA /NEKapCTBEHHOrO npenapara,
agpec npovssoauTens NEeKapCTBEHHOrO
npenapata (cTpaxa, o6nacTe, roOpOACKOW
OKpYr), 3NEKTPOHHLIA  agpec U caiT
Npou3BoAUTENS, appec OepraTens
PEFUCTPALMOHHOMO YAO0CTOBEpEHUA (cTpaHa),
NlexKapcTBeHHan dbopma, [AO3UpOBKa,
KO/IMYECTBO TabneTok B ynaKoBKe,
WHbOpMaLMA © COCTaBe JIEKAPCTBEHHOMO
npenapata (HaumeHoBaHWe AEMCTBYIOWErO
BellecTBa W ero  KOMMYEeCTBO, MNepeveHb
BCNOMOraTeNbHbIX BELEeCTB), HOMEep Cepumn
(BrniOUaOWMIA MecAl W rof npou3BoacTsa),
faTa WCTEUEHWA CPOKa roAHocTW (rodeH Ao:
MecsAl, M rod), YCAOBMR XpaHesws, cnocob
npumeHeHua: «NA npuema BHYTRbL», YCIOBKA

OTNYCKa, HOMep perucTpaLMoHHOro
YOOCTOBEPEHUA,  NOrOTUN  NPOM3BOAMTENS,
Gapm-Kod, WTPUXOBOW KOA, ABYXMEPHbIA

WITPUXOBOW KOA € YacTM4HOW pacwmndpoBKOH
MHGOPMaLMK, COAEPHaLLIEHCA B ABYXMEPHOM
WITPUXOBOM KOAE, rpaduyecKuidi  3NEMEHT,
«CMOTPM  MHCTPYKUMIO N0 MeAuLMHCKOMY
NPUMEHEHWIO (AncTok-BRAAABIW)», «He
NPUMEHATb MO WMCTEYEHWWM CPOKA TrOAHOCTUY,
«XpaHUTh B HEAOCTYMHOM AR AeTeld mecTey.
JONOAHUTENEHO Ha  KApPTOHHOM  YNaKoBKe
(nauke) npoAaybavpoBaHbl TOproeoe
HauMeHOoBaHHe " [LO3VpOBKa c
Ucnosb3oBaHuem wpnudTa Bpanna.

CpoK rogHoCTU

3ropa

loneH po: 10/2028

XpaHeHue

Mpy TemnepaType He Bblle 25 °C B KAPTOHHOW YNakoBke (nauke).

(HeoBx0aMMOE NOAYEPKHYTD)

Qdonmnedo: Benosa H.C.

HayanbHUK OKK: ~
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e cooTseTcTayer Tpebosannam P N001694/01-260321, N3m.Ne1-Ne3

3aKknoyeHue: COOTBeTCTByeT/

/Ky3uHa O.H.

Crpanuua: 2 13 2




PEAEFAABHAA C

WOREBA TIO HAASORY

i b o

B COEPE 3APABOOXFPAHEHMA

«CBefeHns, BHECEHHbIE B aBTOMATU3MPOBaHHYI0 MHOPMaLMOHHY0 cucTemMy Poc3gpaBHag3opa nepen BBOAOM 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 21.04.2026 19:10»

Ilata Baecenusi B AHC
PocagpaBraasopa

TOPFOBOC HaHMEHOBaHHE

IIpousBoguTeNH
(BBIILYCKAIOIIHI KOHTPOJIb)

Crpana

CBelieHHs 0 CTATHAX
MPOH3BOICTBA

HOpMaTHBHaﬂ JOKYMEHTaHsa

Opranu3anys,
BBINTyCTHBIIASI B
rpak IaHCKHH 000poT

Homep
CepHH,
TIApTHH

Howmep, nara
pa3peleHHs Ha
HJIII

ITncema 00
u3bsaTuu JIC
(HOMeED, HaTa)

22.12.2025

SHananpui AnbhaKkTUB; TAOIETKH 5
Mr 20 wWT., yIaKOBKY SUEHKOBbIE
KOHTYypHBIE (1), mauky KapTOHHBIE/

OO01wecTBO ¢ OrpaHUYEHHON
OTBETCTBEHHOCTHIO "O30H Dapm"
(OO0 "Oszon ®apm")

Poccus

O0mecTBO ¢ OrpaHUYEHHON
OTBETCTBEHHOCTHIO "O30H Dapm”
(00O "O3z0H Dapm"), Poccus

P N001694/01-260321; Yam. Nel k P
N001694/01-260321; U3m. Ne2 k P
N001694/01-260321; U3m. Ne3 k P
NO001694/01-260321

000 "O30H ®APM"

041125




