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Mecto HaxomaeHna 000 «Q3on Papmn: 445043, Camapckas o6, 1. 0. TonbatTi, Tep. 033 NNT, marucrpans 3-a, 34, 11, crp.1.
MecTa oCyWecTBNeHUA MMUeH3Iupyemoh geatensHoctw 000 «O30n Papmy: Camapcekan obin., 1. 0. Toawarty, Tep. 033 NNT, marucrpans 3-a

TAMAETNA  3p 11, cTp.1. Ten.cot.: 479874599993, 4798774599994
Nuuenana Musucrepcrsa NMpombiwneHHocT M Toprosnu P@ Ne 00176-11C
Ceprudumkar kayecrsa cepuu Ne 629 ot 20.02.2025
ranonepupon, Tabnerkm 1,5 mr
TOPTOBCE HAWMBHOBANWE NERKAPCTBEHHOMD NDENBPATA, AERAPCTREHHAA HOPME, AOIHPOBKE
PerucrpaunonHoe ygocrosepenve f1M-Ne(002523)-(Pr-RU)

Homep cepuu 010125
fata Hauana npou3BoacTea o ‘ 27.01.2025
Konuuectso 137 760 ynakosok

AHaNU3 BbINCAHEH MO HOPMATUBHOMY LOKYMEHTY

JIN-Ne(002523)-(Pr-RU)-130623

HaumeHoBaHMe nokasartens

MeToa KOHTPOAR
HopmaTuBHOE 3HayeHue

PesynbTaT KOHTPOAA

Onucanue

BusyansHeii
Tabnetknm Genoro uau Genoro CoO CAErKa MeAToBaTbiM

OTTEHKOM LBET3, NAOCKOUMAMHAPUYECKOH GOpMbI C
PUCKOM 1 hackoi.

Tabnetku Benoro ysera,
NAOCKOUMNMHAPHIECKOH GOPMBI C
PUCKOWM 1 DACKOK.

MNognuHHOCTL

BIXX

Bpems VABPKUBaHUA OCHOBHOMO nuKa Ha
Xpomartorpamme UCNbLITYEMOTro pacTsopa OONMHO
COOTBETCTBOBATL BPEMEHM YAEPMMBAHWUA OCHOBHOrO
nuKa Ha Xpomatorpamme pactsopa CO ranonepupona
(paspen «KonuuecTeeHHOE ONpeaeneHner).
Y®-cnextpodoTomeTpus

YO-CneKkTpbl NOTAOWEHWA UCNBITYEMOro pacTsopa W
pacreopa CO ranonepuaona, B obaacru ot 230 go 350 HM
A0NKHBI UMETE MaKCUMYM NPK OOHUX K TEX e AIMHaX
BOANH (12 HMm) (paspen «PacTsoperuen).

Cooteertcrayer

Cootsercrayer

PacTeopeHue

[®PP, YO-cni TOMETPUA

B pacteop 4epe3s 45 MUH [OMKHO NepeilTn He meHee 70 %
{Q) C21H2CIFNO, (ranonepugona) OT 3aaBAEHHOTO
COfePKaHuA,

104 %

PoacTBeRHbIE NpUMECcH

BIHKX
Nwban eguHKyHas nprmech — He Gonee 0,5 %.
Cymma npumeceit — He bonee 1,0 %,

0,14 %
0,14 %

OAHOPOLHOCTE AO3UPOBAHUA

[®PD, cnocob 1, BIMX
AV<15,0%.

143 %

KonuuectseHHoe onpegenexue

BIKX
071,35 ao 1,65 Mr CHCIFNO; (ranonepugona) 8
Tabnerke.

1,49 mr

MuKkpobBuonorieckan YMcToTa
Obuwee 4UCNO a3pobHbIx
MUKPOOPTaHM3MoB B 1r

Obuiee 4YMCAO  APOMMEBLIX W
nnecHeewix rpuboe 8 1r

[® P®, Kateropua 3A

He 6onee 1-10° KOE;

He Bonee 1:102 KOE;

MeHee 1-10' KOE

Menee 1-101 KOE

Escherichia coli oTCYTCTBUE oTcyTcTeyer

Ynakoska Mo 10, 50 TabneTok B KOHTYPHYIO AYERKOBYIO YNakoBky U3 | Mo 50 Tabnerok B KOHTYPHOW AYEHKOBOM
NAEHKA NONUBUHWAXNOPHUAHON U GOALMM BNIOMWHUEBONA | YNakoBKe u3 nNAeHKK
neyaTHoi NaKupOBaHHOM. NONMBUHUAXNOPUAHOR u Gonbru

Mo 10, 20, 30, 40, 50 unm 100 tabnetok B8 BGaHku w3
noaAusTUneHTepedTanaTa 408 NEKAPCTBEHHBIX CPeACTB
WKW NOAMNPONUWARHOBbLIE ANA NEKapCTBEeHHbLIX CpeacTs,
YKYNOPEHHbIE KPbIWKaMKM M3 MNONUITUNEHA BbLICOKOTO
[ABAEHWA € KOWTPOAEM NEepBOro  BCKPLITUA WM
WPbIWKaMK NONMNPONWAEHOBbIMWA C CUCTEMON «HAMKaTh~
NOBEPHYTE», MAKM KPbIWKaMK KU3 NOAWM3TUAEHA HM3KOro
DABNEHUA C KOHTpONEM NEPBOTO BCKPLITUA.

CeobopHoe npocTpaHcTeo B BaHke 3anoAHAKT BaTOW
MEAMUMHCKOW rMrpOCKONUYECKOon.

Ha 6aHKY HaKNEWUBADT STUKETKY CAMOKNERLLYIOCA.

OaHy Banky wnu 1, 2, 3, 4, 5, 6, 8 uan 10 KOHTYpPHbIX
AYEHKOBLIX YN3aKOBOK BmecTe C hucrpyicu,uef& no
MeULIMHCKOMY NPUMEHEHUIO {nucTOK-BKNAABIL)
NOMELLAIOT B KAPTOHHYIO YNAKOBKY (nauxy).

ANOMUHUEBOM NEYATHON NAKKUPOBAHHOM.
1 KOHTYpHaR RYEMKOBAR  YNaKoBKa
BMecTe C WMHCTPYKLWEH no
MEAMUMHCKOMY NPUMEHEHHIO (AMCTOK-
BKN3ABIW)  MOMELEHA B KapTOHHY
YNakosKy (nauky).

Odopmneno: Benosa H.C.

Crpansua: 1 w3 2
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APMASEETRA 30 11, arp.d. Ten.cot.: +79874599993, 4798774599994

. MecTo Haxowaenus 000 «O3oH ®apmy: 445043, Camapexas 060, 1. 0. TonbaTTH, Tep. 033 NNT, marvcrpans 3-a, 34, 11, ap.1.
OZON MeCTa OCyW{EcTANEHUA NMUEH3NPYEMOl esTensHocTn 000 «030H ®apm»: Camapckan o6n., r. 0. ToabatTw, Tep, 033 NNT, maructpans 3-8

Nuuenna Munuctepcrsa MpombiwneHHOCTH u Toprosaun P® N2 00176-1C

Mapkuposexa

Ha wKoWTypHO#  auelikosoi  ynakoske  (Bauctepe)
YKa3blBalOT TOProBOE HAaUMEHOBAHWE NEeKapCTBEHHOTO
npenaparta (conagaer c MENAYHAPOAHBIM
HENaTeHTOBaHHLIM  HAUMEHOBAHUEM), NERaPCTBEHHYIO
GOpMy,  [O3MPOBKY,  HaWMEHOBaHWe  Aepatens
PErMcTPaUMOHHOID YAOCTOBRPEHWA W HaUMEHOBaHWe
NPOM3BOAUTENA NEKApPCTBEHHOTO npenapara, HOMEP
cepuu (BRAKYAIOWMI MeCAl W ro4 NPOM3BOACTBa), AaTy
MCTEYEHMA CPOKA FOOHOCTH (MecAl 1 roa).

Ha 3tTureTke GaHKM yKa3biBaKOT TOProBOe HAMMEHOBaHWE
IEKAPCTBEHHOIO npenapaTa (coBnapaer ¢
MEMAYHAPOAHLIM HENAaTEHTOBAHHBIM HAUMEHOBAHWUEM),
NeKapCTBeHHyIo Gopmy, AO3UPOBKY, KONUYECTBO TabAeToK
8 Bauke, cnocob npumeHenua: «[nA npuema BHYTPLY,
HAUMEHOBAHWE AepaTens PErUCTPALUOHHOTO
YOAOCTOBEPEHMA W HAUMEHOBAHWE  NPOU3BOAUTENR
NeKapCTBEHHOIO npenaparta, A0roTUN NPOM3BOAUTENS,
dapm-koa, HOMEpP cepuu (BKAKONAIOWMA MEeCAL, M roA
NpOM3BOACTBA), A3TY UCTEYEHWMA CPOKAa rogHoCcTM (roaeH
AO: MECAL M o), WAHTUNCMXOTUYECKOE CPeacTeo
(HerponenTuk)», ,

Ha KapToHHOM ynakoBKe (nauke) yKa3biBalwT TOprosoe
HaWMEHOBaHWe IeKapCTBEHHOro npenapara (coBnagaer ¢
MEMAYHAPOAHBIM HEMATEHTOBAHHLIM HAUMEHOBAHUEM),
HanMeHoBaHue fAepmwatena PerucTpaumuoHHoro
YAOCTOBEDEHUA (conapjaer ¢ HaUMeHOBaHUEM
fPOU3BOAUTENA), AAPEC NPOM3BOANUTENA NEKAPCTBEHHOTO
npenapara. (coBnapaeT C  agpecom  aAepmarens
PErMcTPaLMOHHOrO  yaoctosepenus) (ctpada, obnacts,
ropoa) (ana naowagku 000 «O30M»), HaMmeHoBaHue
AepwaTens  PErMCTPALMOHHONG . YAOCTOBEPEHWA W
HaumeHoBaHKue Npou3B0AMTENA NEKapCTBEHHOTO
npenapara, agpec NPOU3BOAWTENA  NEK3PCTBEHHOM
npenapata (ctpaHa, obnacTb, rOpPOACKON OKpyr), aapec
OEpPHaTens PEervcTpauMoHHOro yAoCcToBepeHus (cTpaHa)
(ana nnowagku 000 «O30H Dapm»), INEKTPOHHBIA aapec
M CaliT  NPOU3BOAMTENA, /IEKAPCTBEHHYKD  popMy,
[O3MPOBKY,  HOMMYecTBO  Tabnetok 8  ynakoBske,
uHGOpMaUMI0 O COCTaBe JfIEKAPCTBRHHOrO npenapaTta
(HaMmeHoBaHWe  geiRCTByIOWEro  Bewectsa W ero
KOAUUECTBO, MEepeyeHb BCMNOMOTATENbHBLIX  BELeCcTs),
HOMEP CEpUM (BRAOYAIOWMIA MECAL, M 04 NPOM3BOACTBE),
AaTy UCTEYEHMA CPOKA rogHoCTH (FOAeH £0: MECAL U rog),
ycnosua xpaHenus, cnocob npumenenus: «ns npuema
BHYTPbY, YCAOBMA OTNYCKa, HOMEP DPErucTpauMOHHOM
YOOCTOBEPEHWA, AOTOTMN NPOU3BOAMTENR, apm-Kopa,
WTPUXOBOA KOA, ABYMEPHbLIA WTPUXOBOR KOA € NOAHOM
nunm YaCTMYHOM pacwudposKoi nhpopmaumu,
COAEPHAILEHCA B ABYMEPHOM WTPuXOBOM Koge nau Be3
Hero, - «CMOTPM  MHCTPYKUMIO N0 MEAMUMHCKOMY
npUMeHeHnio  (nUcTok-Brknagbiw)y, «He npumeHaTs no
MCTEYEHWM CPOKA FOAHOCTU®, «XPaHUTbE B HEAOCTYNHOM
ANA  AeTed  MecTe», «AHTMMCUXOTMYECKOE CpeacTeo
(HeliponenTuk)».

LononHuTeNbHO H2  KapTOHHOW  ynakoeke  (nauke)
ay6AMpyeTca TOproBoe HaWMEHOBaHWe W [A03MPOBKA C
MCNoNb30BaHWeM wpudTa Bpaina.

Ha KOHTYPHOW AYEHKOBOW YNaKOBKe

{6aucTepe) YKa3aHO: Toprosoe
HaMMEHOBaKNE NeKapCTBeHHOro
npenapara (cosnagaet c

MeXgyHapogHbim HENATEHTOBAMHDBIM
HaUMeHOBaHWEM), NexkapcTeeHHan
dbopma, A03IMPOBKA,  HAMMEHOBaHue

Aepxarens PETMCTPALMOHHOIO
YAOCTOBEPEHUA M HaMMEHOBaHue
NPON3BOAUTENA NIeHAPCTBEHHOTO

npenaparta, HOMep cepuu (BKAOHAIOWMA
MecAl W o4 Npou3BoACTBa), AaTa
MCTEYEHWA CPOKa rogHocT (mecay w
rog).

Ha kaproWHo#  ynakoBke  (nauke)
YHG2aHO:  TOPIUBOR  HauMeHOEJHWe
NeKapcTBEeHHOro npenapata (cosnapaer ¢
MEHOYHAPOAHBIM  HEMNaTeHTOBAHHBIM

HauMeHOBaHKWem), HauMeHoBaHue
nepaTens PErNCTPaLMOHHOro
YAOCTOBEPEHMA “ HauMeHOoBaHue
NPOM3BOAUTENR NEeKapCTBeHHOTO

npenapaTa, agpec  NpOW3BOAWTENA
NeKapcTeeHHOro  npenapara  (ctpama,
obnacts, ropoackol  OKpyr), agpec
Aepwarena PerucTpaLMoHHOro
yaoctogepeHua (CTpaHa), 3neKTpoHHbIA
appec [ cant NpOU3BOAUTENR,
nekapcTeeHsan  bopma,  AO3MpOSKa,
KonuuecTso  TabneTOK B yNakoske,
nHPOPMaLMA O cocTase NeKapcTBEHHOTo

npenapara (HaumeHoBaHue
ASUCTBYIOWErO  BeWecTda W ero
KONWMYECTBO, nepeyeHs

BCMOMOTaTe/IbHbIX  BEWECTs), HOMep
cepuu (BrNNaKOWMIA  MecAl, W rof
NPOM3BOACTBE), ABTa WCTEYEHWA CPOKa
rogHocTH (rogeH ao: mecay w roa),
YCNOBMA XPAHRHWA, CNOCOB NpUMeHeHUA:
«[LnA NPUEMa BHYTPbY, YCAOBMA OTMYCKA,
HOMEp PErUCTPaLMOHHOMD
YAOCTOBEPEHUS, NOroTHN
NpCH3BOAUTENR, apmM-KOL, WTPUxOBOW
KO, ABYMEpHBIM WTPUXOBOW KOAQ C

YACTUHHOM pacwubpoBrOH
uHdopmaumu, copepallenca 8
LBYMEPHOM WTPUXOBOM Koae, «CmoTpu
HHCTPYKLWIO no MEAULMHCKOMY

NPUMEHEHKMIO (NUCTOK-BRNAAbIWL», «He
NPUMEHATL -~ N0 MCTEYEHMM  CPOKE
rooHOCTHR, «XpaHWTb B HEOOCTYNHOM
ANA AeTel MeCTe», «AHTUNCUXOTHYECKDR
CpeacTeo (HerponenTuk)».
JlononHWTEIBHO Ha KAPTOHHOM yNaKoBKe
(nauke) npoaybaupoBaHLl  TOproBOe
_HaWMBHOBaHME W AO03MPOBKA  C
UCnonb3oBaHuem wpudra Bpanna.

Cpok rogHocTH

3rona

FfopeH po: 12/2027

XpaHenue

B 33WMUIEHHOM OT CBETa MECTE NpK Temneparype He sbiwe 25 °C. e

3aknoueHme: cooTBeTcTByeT/ He cooTBeTcTayer TpeGosanuam JIMN-Ne(002523)-(PT-RU

(Heobxogumoe NoAHEPKHYTS)

Havanbruk OKK: - /Ky3una O.H.

Odopmneno: benosa H.C.
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Jluuensus Ne 00176-JIC
GMP/EAEU/RU/01032-2023

Ha BBITYCK CEpUH JICKAPCTBEHHOIO TIpelidpaTa B pCajiu3altio

Paszpemenne

30.447(04)

No 629 ot 20 despans 2025 r.

Haumenoeauue npenapara lanonepumon
MexIyHapoHOe HeTIATEHTOBAHHOE, HIIH MPYITHPOBOYHOE, [anonepunon
MITH XHMHYECKO® HalMeHOBaHMe

JlekapcrBenuas Gopma Tabnerkn
Hosuposka 1,5 Mr

@opwma Beimycka

Tabnetky, 1,5Mr (kouTypHas suelikosas ynakosxa) 50 x 1
(navka kapTOHHAN)

Howmep cepuu 010125
Konnuectso 137 760 ynakosok
Hara sauana npon3BOACTBA 27.01.2025

Cpox roanoctu / I'oaen 10

3 roma/ 12/2027

HOPMBTHBHBR AOKYMCHTALIAA

JIT1-(002523)-(PT-RU)- 130623

Ceprudikar kauecTra cepiy

629 o1 20.02.2025

HamvenoBanue mpousBoauTens

000 «O301 Dapm»

Anpec npoH3BoaHTENA (BCE CTAANH IPOHIBOJICTBA, BIUTIONAA
BBITYCKAIOLHI KOHTPOJIb KaYecTsa)

Camapckan 06n., 1. 0. Tonsarry, Tep. 023 ITT, Maructpans
3-a3n. 11, ctp.1

PQFHCTPB.IIHOHHOC YAOCTOBEPEHHE

JIT1-(002523)-(PT-RU)

Jlata rocyaapcTBEHHOH perHcTpalny 13.06.2023 .
HaumeroBan#e fepkartens perucTpaudoHHOIo 000 «O30n»
YAOCTOBEPEHHSA

Paspemenne neficTBHTENBHO 10 12/2027
Kommewrappm | e

[Mpusencunas shie WHGOPMALIWA ABASCTCH JOCTOBCPHOH M TOYHOH, Cepust JekapcTBEHHOrO Npernapara Npow3Be/ieHa (BKiOYas
YNakoBKY (MapKHPOBKY) H KOHTPO/b KayecTBa) HA MPOMIBONCTBEHHON NiouIalke B TMOTHOM COOTBETCIBMM € TPCOOBAHMAMM JIMLICHIHH,
[Mpasun namnexamield npoMIBOACTBCHHOH PAKTHKH, PErHCTPALHORHOIO JIocke, 3aNUCH MO MPOHIBOACTRY, YIAKOBKE W KUHTPOHIO KadecTsa
MPOBEPEHE], H YCTaHORACHO HX COOTBETCTBHE TpeGoBaHnaMm TIPaBHI HALICKALISH IIPOHIBOACTBEHHON NPAKTHKH.

MPOAYKLHA PA3PEIIEHA K PEAJTIM3AITAH:
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\ ! | Baennu Braymumup Anexcanaposuy / 20.02.2025 r.
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Crpanuua: | w3 |
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