Jluuenzus Ne JI012-00102-77/00010683
GMP/EAEU/RU/01032-2023

Pazpenienue

Ha BBIIIYCK CEPHH JICKAPCTBEHHOTO IpelapaTa B peaIu3alluio

3.447(04)

Ne 4752 ot 25 Hos16ps 2025 T.

HaumeHoBaHHe npenapaTa CrnupoHONaKToH
Mex1yHapoIHOE HEMATEeHTOBAHHOE, HIIH CrnHpOoHONIAaKTOH
IpYMIMPOBOYHOR, WM XHMHIECKOE HAMMEHOBAHNE

JlekapcTBeHHas GopMa TabneTkn
Ho3upoBka 25 Mr

@opmMa BEITTyCKa

TabneTkH, 25 Mr (KOHTYpHas suelikopas ymaxoska) 20 x 1 (madxa

KapTOHHAs)
Howmep cepun 441025
Konmugectro 172 800 ymakoBok
JlaTa Hauana MpoH3BOACTRA 30.10.2025

Cpok ronHoctu / I'ofen 1o

3 roga/ 09/2028

HopMmaTuBHas JOKyMEHTallUs

JIIT-Ne(006409)-(PI-RU)-010824

Ceptu(HKaT KauecTBa CepHH

4752 ot 25.11.2025

HauMeHoBaHHE ITPOU3BOIHTEILA

000 «O30H Papm»

AJlpec IpOH3BOTHUTENS (BCE CTAIUU IPOU3BO/ICTRE,
BKJTIOYAS BBIITYCKAIOI[HH KOHTPOJb KauecTBa)

Camapckas 0611, T. 0. TomesTTH, Tep. 033 IIIIT, MarkcTpaisb
3-q,3m 11, c1p.1

PerucTpaloHHOE YI0CTOBEPEHHE

JITI-Ne(006409)-(PI-RU)

Jlara rocymapcTBeHHOH perucTpalui 01.08.2024 r.
Hammenopanue nepxaTensa perucTpallioHHOTO 000 «ATomnm»
YIOCTOBEpPEHHA

Pazpemenne qeiicTBUTENLHO 10 09/2028

KommeHnTapuu

TIpuBeseHHas Bhille HHGOPMALHA ABNACTCA LOCTOBEPHOH M TowHOH. Cepus jexapCTBEHHOTO TIpeTiaparTa MPOM3BEACHA (BXJIHOYas YIAKOBKY
(MApKHpOBKY) ¥ KOHTDONb KA4ecTBA) Ha MPOM3BOACTBEHHOM IMOMANKE B IOTHOM COOTBETCTBMM ¢ TpeDOBaHMAMH NULCH3HH, [lpasmi
HANNEKALICH TPON3BOACTREHHOM IPAKTHKH, PETHCTPALHOHHOIO JI0Che. 3alkCH 110 IIPOH3BO/CTBY, YNAKOBKE M KOHTPOIIO Ka4eCTBa NPOBEPEHD, H

YCTAHOBNEHO HX COOTBETCTBHE TpeGoBaHusM ITpapun Hannexamen MpOH3BOACTBEHHOMN [IPAKTHKH.

ITPOOYKILIMA PASPEIIIEHA K PEAJIM3AITMHA:

YOonHOMOYEHHOE JTHIIO:

Iil/lla O Her

'7 '/ BaykeHHH Bnamumup Anexcannposusy/ 25.11.2025 r./
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Mecro Haxowpaernua 000 «O30H Papm»: 445043, Camapckas 061, 1. 0. TonbaTTH, Tep. 023 MNT, maructpans 3-1, 34, 11, crp.1.
J "5 MecTa ocyluecTeneHua nuuUeH3upyemoit geatensHoctu 000 «O30H Papmy»: Camapckan 06.., 1. 0. ToasatTy, Tep. 033 MMT, marucrpans 3-A
(_} OZO N 34. 11, cTp.1. Ten.cor.: +79874599993, +798774599994
Nuuenaua Munuctepcrsa MpomblwneHHocT v Toprosau PO Ne J1012-00102-77/00010683

GAPMALEBTIKA

CepruduKaT Kavectsa cepuu Ne 4752 ot 25.11.2025

CnupoHONaKTOH, TabneTku 25 mr

TOProBoe HanMeHOoBaHWE NEKAPCTBEHHOIO NpenapaTa, AeKapCcTBeHHaA ¢opma, A03UpOBKa

PerucTpaunoHHoe yaoctoseperue J1M-Ne(006408)-(Pr-RU)

Homep cepuu 441025

[ata Havana npou3BoACTBa 30.10.2025

Konu4ectso 172 800 ynakoBOK

AHanus BbINONHEH NO HOPMAaTUBHOMY AOKYMEHTY JIM-Ne(006408)-(Pr-RU)-010824

HaumeHosaHWe nokasaTena

MeToa KOHTPOAA
HopmaTuBHOe 3Ha4eHue

Pe3ynLTaT KOHTpoAA

Onucanue

QOpraHonenTuyeckmi

Kpyrable naockounanHgpuyeckie tabnetku 6enoro uam 6enoro
C MenToBaTbiM OTTEHKOM LBETa C PUCKOM C O4HOM CTOPOHbI U
backoii € ABYX CTOPOH, C XapakTepHbIM 3anaxom.

Kpyr/ible NA0CKOUMAMHAPUYECKUE TabnaTku
Benoro uBeTa, C PUCKOW C OOHOW CTOPOHb! K
hacKoi ¢ ABYX CTOPOH, C XapaKTepHbIM
3anaxom.

MoaAMHHOCTE

BIHX

Bpema YAEpHWMBAHWA OCHOBHOIC NMKa Ha Xpomarorpamme
WCTIBITYEMOrO pacTeopa, NPUroTOBAGHHOIO ans
KOJIMYECTBEHHOTO ONpeAeneHus, [LO/MHO COOTBETCTBOBATH
BpeMEHMW YAEpPMBAHUA OCHOBHOMO MWKa Ha Xpomartorpamme
pacTBOpa CTaHAapTHOro 06pasua CNMpPOHONaKTOHa.

TCX

MATHO Ha XPOMAaTOrPaMME WCMLITYEMOTrO  pacTeopa no
BENUMUMHE, MOAOKEHWIO U MHTEHCUBHOCTM MOMNOLLEHUA SONKHO
COOTBETCTBOBaTL MATHY Ha  XpomaTorpamme  pacrsopa
cTaHgapTHoro o6pasua CnMpoHOAaKToOHa.

PeakLL1a C CepHOW KWCAOTOM pacTBopom 50%

Habawpaerca obpa3oBaHue OpPaHMEBOrO C ENTO-38/1EeHbIM
oTTeHKoMm, cnabo  OManecuupyrolero  pactsopa, npu
HarpeBaHMM Nepexos K TeMHO-KPacHOMY OKpallMBaHuK, ¢
BbIAGNEHWEM CEpOBOLOPOAa.

Mpu BAMBaHWK pacTBopa B 10mn BoAbl NOABAAETCA 3e1€HOBATO-
EATOe OKpalwMBaHue ¢ G/YOPECLEeHUMEN, 3aTem MenToBaThii
QCafoK.

CooTBeTcTBYET

CooTtseTcrayer

CootseTcTBYeT

PacteopeHue

[ Xlll, Yb-CnexkrpodoTtomeTpus
He meHee 75% (Q) Ca4H3204S (cnvporonakToHa) yepes 60 MuH.

101 %

PoacTserHble npumecu

B3aXX

MpUMECs KAHPEHOH NpU AnuHe BoAHbI 283 HM — He Gonee 1,0%
EoMHWYHAaA HeuwaeHTUMUMPOBaHHAA npumecs MpW  AAWHE
BOMHbI 254HM — He Bonee 1,0%

CyMMapHOE COLEPKaHWE BCEX  HEUAEHTUGULMPOBAHHbIX

0,1%

He oBbHapyxeHo

NPUMMECEH NpU  AAWHE BOAHLI 254 HM 33 MCK/IIOYEHUEM He oBHapyxeHo
KaHpeHoHa — He 6onee 1,0%.
CymmapHoe COAepmaHue BCeX  HeuAeHTUPMUMPOBaHHbIX
npumecei nNpu AAvHe BOMHbI 254 HM M NPUMECK KaHpeHoHa 0,1%
npw AAWHE BOAHBI 283 HM — He Bonee 1,0%.
KonuyecrserHoe B3HX
onpegeneHue O1 23,13 mr 80 26,89 mr, C2aH32045 (CIMPOHONAKTOHA), cumMTan 25,30 mr
Ha CPeAHI Maccy TabneTku.
OaHopogHocTb gosuposadua | [P XIlI, BIHX
AV<15,0%. 6,0 %

Mukpobuonorudeckan
yucToTa

O6uwee Yncao asapobHbIx
MWKpOOpraHusmos 8 1 r;
ObLLee Y0 APOKIKEBBIX 1
nnecHesbIx rpubos B 1T,
Escherichiacolis 1.

[P XIll, KaTteropua 3 A.

He Bonee 1:10° KOE/ r/mn;

He Gonee 1:10% KOE/ r/mn;
oTcyTerave 8 1 r/mn,

meHee 1-10* KOE

meHee 1-10 KOE
OTCYTCTBYET

Ynakosxa

Mo 10, 20 Tabnetok B KOHTYPHYK AYEMKOBYIO YMaKOBKY W3
NAEHKWM MNONMBUHUAXAOPUOHOW M OALIM  3NHOMUHUEBOIA
NevyaTHOM NIaKWPOBAHHOM,

Mo 10, 20, 30, 40, 50 wam 100 Tabnetok B GaHku w3
nonusTUneHTepedTanata ANA NEKAPCTBEHHbLIX CPEACTB WK
nonvnponuaeHosbie ansa NEK3PCTBEHHBIX cpeacTs,
VKYTIOPEHHbIE KPbILKaMK1 W3 NOAWSTU/IEHE BbICOKOTO AaBNeHUA
C HKOHTPO/MEM  NepBOTrC  BCKPbLITMA, WMAM  KPbllUKamu
fOAMNPONUAEHOBbIMK C CACTEMOM «HaKaTb-NMOBEPHYTb? WNK
KPbILUKaMu M3 NOJMITWIEHA HW3KOro AaBfeHWA C KOHTPOJem
NnepBore BCKPLITUA.

Mo 20 TabneTtoK B KOHTYPHOW AYEKOBOW
YNaKoBKe M3 MAEHKM NONWMBMHMAXAOPUAHONA 1
donbrm aNHMUHWEBOM ne4yaTHoM
NlaKMpPOBaHHOMN.

1 KOHTYpHaa A4YErKOBaA YNaKOBKa BMecTe C
MHCTPYKLUMEN MO MeAWLMHCKOMY NPUMEHEHWHO
NOMELLEHa B KaPTOHHYIO YNaKoBKy (navky).

Odopmaeno: Benosa H.C.
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Mecto Haxoxaenua 000 «O30H Gapm»; 445043, Camapckan 061, r. 0. TOALATTH
J H} MecTa ocylWecTsneHmna AMLEHIMPYEMOil geaTensHocTy 000 «

(‘:J O ZO N 34. 11, ctp.1. Ten.cot.: 479874599993, +798774599594
JlnueHsna MuHucTepersa NpombILABHHOCTH 1 Toprosau P& Ne /1012-00102-77/00010683

PMALEETHItA

. Tep. 033 NNT, marucrpans 3-5, 34, 11, cTp.1.
O30+ ®apm»: Camapckas 061., 1. 0. ToabaTH, Tep. 033 NINT, maructpans 3-a

CeobofHoe npocTpaHCTBO B8 HaHke 33ano/HAoT BaToM
MEAMULMHCKON MMrpoCKONUYECKOM,

Ha BaHky HakneMBaIOT STUKETKY CamoKNeALLyIoCH,

Oauy bawky mam 1, 2, 3, 4 uam 5 KOHTYPHbIX AYEHKOBbIX
YNAKOBOK  BMeCTE  C  MHCTPYKUMelR no  MeguumuHcKomy
NPUMEHEHWIO NOMELLAIOT B KAPTOHHYIO YNakoBKy (nadky).

MapkupoBka

Ha KoHTypHOW sAdeiikosoit ynakoske (6nuctepe) ykassisator
TOProBO@  HaMMeHOBaHME  fIEKApCTBEHHOro  npenapara
(coenagaer o MeX AYHAPOAHbIM HEMaTeHTOBaHHbLIM
H2MMEHOBaHMEM),  NIeKapCTBEHHY  dopmy, [03MPOBKY,
HauMEHOBaHWEe AePHATeNA PEruCTPaLMOHHOrO YAOCTOBEPEHUA
¥ HauMeHOBaHWe NPOM3BOAMTENA NEKAPCTBEHHOMO Npenapara,
HOMep cepuu (BrAKYAIOLMI MeCAL, U rOg NPOU3BOACTBE), Aaty
MCTEYEHMA CPOKa roAHOCTM (Mecay 1 rog).

Ha atuxeTke 6aHKM yKa3blB2WOT TOProBOe HaUMEHOBaHME
NIeKapCTBeHHOro npenapata (cOBNafaeT c MesAyHapoaHbLIM
HENaTeHTOBAHHbLIM HAMMEHOBAHMEM), NEKAPCTBEHHYIO GOpMY,
AO3MPOBKY,  KonuvectBO Tabnetok B  6GaHke, cnocob
npumeHeHua:  «[as  npuema  BHYTPb», HauMeHOBaHWe
AepaTens PEerucTpaLMoHHOoro YLOCTOBEpEHUA u
HaMMEHOBaHME NpPOM3BOAMTENA /NEKAPCTBEHHOMD npenapara,
7OroTMN  NpoussoauTens,  Gapm-Ko4,  HOmep  cepuM
(BrAatovaoWmit MecAl, 1 rog NPoW3BOACTBA), AATY MCTEYEeHUs
CPOKa rOAHOCTY (FOAGH 40! MECALL M roa).

Ha «KapToHHOIi ynakoske (nauke) ykasbisator TOprosoe
HaWMEHOBAHWE NIeKAPCTBEHHOTO npenapata (coenagaeT c
MENAYHAPOAHLIM HEeNaTeHTOBaHHbIM HaumeHoBaHuem),
HaMMEHOBaHME NEPHATEeNs PerucTPaLMOHHOIC YAOCTOBepeHuA
M HaWMeHoBaHWe NpOM3BOAMTENA IEKAPCTBEHHOrO npenapara,
3ApeC NPOWU3BOAMTENA JIEKAPCTBEHHOTO npenapata (cTpaHa,
obnacts, ropoa) (ana nnowagkm 000 «O3oHy), appec
NPOM3BOAMTENA NEKaPCTBEHHOrO npenapata (crpaxa, o6aacTb,
TOPOACKOM OKpyr) (Ana nnowagkm 000 «O3oH Papm»),
INEKTPOHHbIM aApec WU CaliT NPOM3IBOSUTENA, AAPEC AepPHaTeNs
PErUCTPALMOHHOTO YADCTOBEPEHMA (CTPaHa), neKapcTseHHyo
bopmy, AOSMPOBKY, KONMYECTBO TaBNeTOK B  YNakoBke,
MHOOPMAUMIO O  COCTaBe  AeKapCTBEHHOrO npenapara
(HaumeHoBaHMe AelicTBylOWEro BelecTsa M ero KOAW4ECTBO,
nepedeHb  BCMOMOraTeNbHbIX  BELUSCTB), HOMEP  Cepum
(BrAtOYaOWMA MecAl U rog, NPOM3BOACTBA), ATy WMCTEYeHWA
CPOKa rogHoCTH (TOAEH A0 MECAL, W r0A), YCAOBMA XpaHeHus,
crocob npumeHeHusa: «[11A MpUema BHYTPbY, YCNOBMA OTMYCKa,
Homep perveTpaLMoHHoro YAOCTOBEPEHUA, NoroTun
npoussoguTens, Gapm-kog, LITPUXOBON KOA, ABYMEPHbIH
WTPUXOBON KOA € MOAHOW WAKM YacTWuHON paclumdposKo
MHOOPMELIMH, COACPIKALLEHCA B ABYMEPHOM LITPUXOBOM K04
unn Bes Hero, «CMOTPU MHCTPYKLMIO no MeAULMHCKOMY
NpUMeHeHnio», «He nNpUMEHATL MO WCTEHEHMWM  CpoKa
TOAHOCTWY, «XpaHWTb B HEAOCTYMHOM ANA AeTel MecTey.
flononHuTeNbHO Ha KapTOHHOI ynakoske (naduke) ayGanpyerca
TOProBOE HaWMEHOBaHWE W J03MPOBKa € MWCNO/Ab3OBaHWem
wpuoTa bpaina.

Ha KoHTypHOIt auelikoBoli ynakoske (Baucrepe)
YKa3aHo: TOoproeoe HavMmMeHoBaHue
NIeKapCT8eHHOro  npenapaTta  (coenagaet ¢
MEXAYHAPOAHbIM HEMaTeHTOBaHHbIM
HaWMeHOBaHWeM), fekapcTeeHHas  dopma,

A03MPOBKa, HaumeHoBaHue Aepkatena
PEerucTpaLMoHHoro Y/0CTOBEpPEHMA "
HaumeHosaHKe npoussoguTens

/IEKAPCTBEHHOMO ripenapaTa, HOMEp cepuu
(BrAOYatOWMIA mecAl, M rog Npou3BOACTBA),
A3Ta NCTeYEHWA CPOKa roA4HOCTU (MECALL M roa).
Ha kapToHHoil ynakoeke (nauke) ykaaawo:
TOProBOe  HAaWMEHOBAHWE  NEKapCTBEHHOro
npenapara (cosnagaer ¢ MemayHapoaHbIM
HenaTeHTo8aHHbIM HaumeHoBaHuem),
HaumeHoBaHWe AepmaTens PErMcTPaLMoHHOM
YAOCTOBepEeHUs “ HavMmeHOoBaHuWe
NPOW3BOAMTENA NIEK3PCTBEHHOTrO npenapaTa,
agpec npousBoauTens NEKapCTBEHHOTo
npenapata (cTpaHa, o06/acTb, rOpOACKOI
OKPYr),  3NMEKTPOHHBIA  agpec W cair

NpoM3BOAUTENS, aapec AepaTena
PerucTpauMoHHOro  yaoCToBepeHus  (cTpaHa),
NIeKapCTBeHHaA bopma, A031POBKa,
KOAWHEeCTBO TabneTok 8 yNaKoBKe,

uHbopmauma o cocTage  neKapcTEeHHoOro
npenapara  (HaumeHoBaHWe AelicTByioLEro
BELeCTBA M ero  KOMMYECTBO, MepeyeHb
BCMOMOraTeNbHbIX  BELUECTB), HOMEP Cepuu
(BKntoHaoWwmMin mecay, M rog, npoussoacTea),
AaTa MCTeYeHMA CPOKa roAHOCTM (rogeH go:
MEecAl, W rofd), YCNOBWA XpaHeHun, crnocob
NpUMeHeHua: «na npuema BHYTPb», yCnoBus
OTnycKa, HOMEp PerncTpaumuoHHoro
YAOCTOBEPEHWA,  NOrOTUN  NPOW3BOAWTENS,
GapM-Koa, WTPUXOBOW  KOA,  ABYMEpHbI
WTPUXOBOI KOA C YaCTMYHOM pacluMdbpoBKoiL
MHHOPMALWK, COOEPHALLEHCA B ABYMEPHOM
WTpKUX0BOM Koge, «CMOTPM WMHCTPYKUMIO Mo
MeaULMHCKOMY NpUMEHEHMIO», «He
MPUMEHATE MO MCTEYEHMW CPOKA FOAHOCTWY,
«XpPaHWUTb B HEJOCTYNHOM ANA AETei MecTey.
[onoanuTenbHo Ha  KapTOHHOM  ynakoske
(nauke) npoaybauposaHsl TOoproeoe
HaumeHoBaHue " A03MPOBKa =
ucnonbaosaHnem Wpudra bpaiing,

CpoK rofHOCTH

3roaa

lopeH po: 09/2028

XpaHenue

B 3alyuliueHHOM OT CBETa MECTe NP1 TeMnepaType He Bbiwe 25 °C

3aknwoyeHue: comw cooTseTcTeyer TpeboBaHuam JIM-Ne(006409)-(Pr-RU)-010824

Odopmneno: Benosa H.C.

(Heobxoaumoe noauepxHyTh)

HavansHuk OKK: -

/Ky3uHa O.H.

OKYMEHT.

“KOHTPOS
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PEAEFAABHAA C

1 %™

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 07.03.2026 10:42»

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 ¢
25.11.2025 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 441025 )




