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PAPMALESTHKA NuueH3na MunncTepcTsa NpoMbIlWABHHOCTH 1 Toproeau P@ Ne 00176-/1C

CepTudukar kauectsa cepum Ne 2756 ot 14.10.2024

Pypocemug, Tabnerkm 40 mr
© Npenapata, AexapcTeensan dopma, A0IMPOBKA

PeructpaunonHoe yaoctosepenue NIN-Ne(001270)-(Pr-RU)

Toprosoe Nexapc

Homep cepuu
fata Havana npowssoacTea
Konuvectso

AHanM3 BLINOAHEH No HOPMaTUBHOMY [OKYMEHTY

350924
14.09.2024

93782 ynakosok

/IN-Ne(001270)-(PT-RU)-290922

HaumeHosaHue nokasatens

Merton KoHTpona

HopmartueHoe 3HaueHue

PesynbTtar KOHTpOAA

OnucaHue

BusyanuHbii

Kpyrabie nnockounamHapudeckue tabnetku Genoro unu
6enoro c KpemosaTbM OTTEHKOM LUBETa C DPWUCKOU M
ackoi.

Kpyrabie NAOCKOUMAMHOPUYECKHE
TabnieTii 6enoro ¢ KpemoBaTbIM OTTEHKOM
UBETA C PHCKOW W dacKoid.

MNognnHHOCTL

Vm—cnemgogorome'rguﬁ

Ynetpaduonerosble cnexTp NOMNOWEHKUA UCNbITYEMOro
pacTsopa u pacteopa CO dypocemuaa 8 o6aactv ot 220
A0 300 HM LoMKHBI UMeTs MaKCUMYMBbI U MUHUMYM Npw
OAHMX 1 TEX }Ke ANNHAX BONH (12 Hm) (pasgen
«KonmyecteeHHoe onpeaeneHuen).

KayecrseHHas Peakuma Ha aMUHOrpynny

PUONETOBO-KPaCHOE OKPaLMBaHKe

Cootsercreyer

Cootsetctayer

PactsopeHue

[® PO, yw-cnenrgoggromerguﬂ

He meHee 75% (Q) CiaHynCIN2O5S (bypocemuaa) uepes 45
MUHYT .

99,3%

PoacTeeHHble npumecu

BIMX
4-xnop-5-cynb¢amonnaurpaHunoaan Kucnora — He Bonee
1,0 %;

Nioban apyran eguHuyHas npumecek — He bonee 0,25 %;
Cymma npumeceli (3a ucknoueHuem 4-xnop-5-
CynbamounaHTpanrnosoi KUCNOTLI) - He Bonee 0,5 %.

0,1%
He obHapymeHo

He o6HapyxeHo

OnHopoakocTy f4o3Kposanns

[®PD yd’-cnemgogoromegma

O6uwee Yncno aspobHbix
MHWKpoOpranusmos 8 1 r;
06Liee YMCA0 APOHKEBLIX 1
nnecHeswbix rpubos s 1 r;

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

He 6onee 1-102 KOE/ r/mn;

AV< 15,0% 1,5%
KonuyecreenHoe ycb-gggm@ggmmggns
onpepenexve 07 37,0 a0 43,0 mr, Ci2HyCIN;O5S (dypocemuga) 38,7 mr
Tabnetke.
Mukpobronoruueckas [® PO, Kareropus 3A
YuCTOTa

MeHee 1-101 KOE

Menee 1-101 KOE

| _Escherichiacolis 1r. OTCYTCTBME B r/ma. Otcyrerayer

YnaKkoska Mo 10, 25, 30, 50 tabnetok B KOHTYpHylo svelikosyio | Mo 25 Tabaetok s KOHTYPHOW AYeiikosoi
YN3KOBKY M3 NNeHKu NONMBUHUNXNOPUAHOR, M doAbrY | ynakoske E}  nneHKu
aNOMMHHUEBOW NeYaTHOM NakMpoBaHHOI, NONMBUHWUAXAOPHAHOM “ bonsru
Mo 10, 20, 30, 40, 50, 60 uau 100 Tabnetok B Gamku us aNOMWHWEBOM NEYaTHOM NaKMPOBaHHON,
NONM3TUNEHTepedTaNaTa ANA NEKAPCTBEHHbIX CPEACTB, | 2 KOHTYPHble S4eiiKOBbIe YNaKoBKM BMecTe
MAM NOANUNPONKUAEHOBBIE ANA NEKAPCTBEHHbIX CPeacTs, | € MHCTPyKuMed  no MeaMLUMHCKoMY
YKYNOPEHHbIE KPLIWKAMA W3 NOAMITHAEHA  BbICOKOFO NPUMEHEHMUIO (nncTok-Brnageiw)
HdBNEHMA € KOHWTPONEM  nepsoro BCKPbITMA,  WAM | nomeweHsl 8 KapTOHHYIO  ynakoBky
KPBIWKaMHU NOAMNPONMNCHOBLIMU C CUCTEMON «HAMKATH- (navky).
NOBEPHYTbY, WAW KPbIWKAMU M3 NOAWSTUAEHA HU3KorO
A3BNIEHNUA C KOHTPONEM NEPBOTD BCKPLITUA.
CeobogHoe npoctpaHcTso B GaHke sanonnsioT Bartoll
MEAUUWMHCKOM rMrpoCcKonmMYecKon,
Ha GaHKy HaknenBsaloT 3TiKe TRy camoknes WLyOCH.
OpHy 6aHky wau 1, 2, 3, 4,5 6 wwm 10 KOHTYPHBIX
ANENMKOBLIX  YNaKoBOK Bmecte C  MHCTpyKUMer no
MeMUMHCKOMY NPUMEHEHMIO (nucTok-Brnagpiw)
NOMEILAIOT B KAPTOHHYIO YNaKoBKY (navky).

Mapkuposka Ha  KOHTYpHOW  AdelikoBOW  ynakoske (6ancrepe) | Ha KOHTYPHOR  AYelikoBOW  ynakoske
YHasblBaloT TOProsoe  HaMmeHoBaHMe NlekapcTeeHHoro | (6aucrepe) yKasaHo: TOprosoe

Odopmneno; IMasnosa O.11,

Crpasnua; 1 m3 2
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Mecto HaxomaeHua 000 «O30H ®apm»: 445043, Camapckan 06, 1. 0. TonbaTTy, Tep. 033 NNT, marucTpans 3-8, 34, 11, cvp.1.
MecTa 0CyWecTBNEHNA AMUEH3IUPYEMO# AeaTensHocTh 000 «O30H Gapm»: Camapckan o6n., r. 0. TonbatTy, Tep. 033 NNT, marucTpans 3-A

DAPMALEBTHKA

3n. 11, crp.1. Ten.cot.: 79874599993, +798774599994

NuueHaua Munnctepcrsa Npomblw erHocT u Toprosan P@ No 00176-/1C

npenapara (cosnapaer c MeAyHa POLHLIM
HEeNaTeHTOBaHHLIM  HAaWMEHOBAHWEM), /NIEKAPCTBEHHYI
dopMy,  AO3MPOBKY,  HaWMeHOBaHWe  AepwaTens
PerncTpaLMOHHOrO YAOCTOBEPEHMA U  HaWMEHOBaHWE
NpO13BOAMTENA  NIEKAPCTBEHHOrO npenaparta, Homep
cepuM (BKAOYAKOWMIA MECAL U roA NPOM3BOACTBA), JaTy
WCTEYEHWA CPOKA FOAHOCTH (Mecal, 1 rog).

Ha sTukeTke GaHKM YKa3biBalOT TOProBOe HaUMEHOBaHWe
NleKapCcTBeHHOrO npenapara (cosnapaer c
MEWAYHAPOAHbIM HENaTeHTOBAHHLIM HAaWMEHOBaHWEM),
NeKapcTseHHyto GopMy, LO3MPOBRY, KOAW4ecTso TabaeTok
8 GaHKke, cnocob npumeHeHuA: «[NA npMema BHYTPbY,
HauMEHOBaHKe Aepwartens PerucTpayuoHHOro
YAOCTOBEPEHWMA M HAaWMEHOBaHWEe  NPOM3BOAMTENA
NeKapCcTBEHHOro —npenaparta, AOroTUN NPOW3BOAMTENS,
bapm-koa, HOmep cepui (BKNIOYAIOWMIA MecAl W rog
NPOM3BOACTBA), A3TY MCTEYEHMA CPOKa rogHOCTHM (roged
[0: MECAL, W rog).

Ha KapTOHHOW ynakoBKe (nauke) yKa3biBalT TOProsoe
HaWMEHOBaHWE NeKapCTBEHHOro npenaparta (coBnagaer ¢
MEMHAYHAPOAHLIM HEMATEHTOBAHHLIM HAaUMEHOBaHWEM),
HaUMEHOBaHWe geparens pervcTpaunMoHHOro
YAOCTOBEPEHUA WM HauMEHOBaHME  NPOM3BOAMTENA
NeKapCTBEHHOrO  NpenapaTta, afapec nNpoM3BOAMTENA
NeKapcTBeHHOro npenapata (ctpana, o6nacte, ropog),
(ana naowagkw 000 «O30H»), appec NPOW3BOAUTENS
NeKapcTBeHHOro npenapaTta (cTpaHa, obnacTb, ropoACKoM
okpyr) {(ana nnowaakn 000 «O30H Dapm»), 3NEKTPOHHbIMA
agpec M CalT nNpOM3BOAWTENA, aapec AepMaTens
PervcTpauuoHHOro YAOCTOBEPEHWUA (cTpana),
NeKapcTBeHHY GopmMy, A03MPOBKY, KOAMYECTBO TabaeToK
B YNaKoBKe, MHPOPMAUMIO O COCTaBE /NEKAPCTBEHHOrO
npenapara (HaumeHOBaHMe AEWCTBYIOWEro Beulectsa M
ero KOAWYecTso, NepeyeHb BCNOMOraTenbHbIX BELECTs),
HOMEP CepUM (BRAIONEIOWMA MECAL, U FOA NPOM3BOACTEA),
ATy UCTEYEHWA CPOKa FOAHOCTYM (FOABH A0: Mecal, W roa),
YCNOBMA XpaHeHwus, cnocob npumenenus: «4na npuema
BHYTPb», YCNOBMA OTNYCKA, HOMEP PerucTpaLMoHHOro
YAOCTOBEPEHMA, /NIOTOTUN NpoW3BoAUTens, G$apm-Koa,
WTPMXOBOM KOA, ABYMEPHbIM WTPUXOBOM KOA C NOAHOM
uAu YaCTUYHOM pacwudposKoi uHpopmaLum,
COAEPHALLEHCA B ABYMEPHOM WITPMXOBOM Koae Mau Ges
Hero, «CMOTPM  MHCTPYKUMIO N0 MEeAMLMHCKOMY
NPUMEHEHUIO (NUCTOK-BKAAALIW)», «He NpPUMEHATL no
MCTRYEHWUM CPOKa rOAHOCTHY, «XPaHUTL B HEAOCTYNHOM
ANA pETEN MECTEN.

HononHuTenbHO Ha  KapTOHHOM  ynakoske (nauxe)
AyBAMpYeTCA TOProBOE HAMMEHOBAHWE WM [03MPOBKA C
McnonbsosaHuem WpudTa Gpaitaa.

HaumeHoBaHHWe NEeKapCTBEHHOrO
npenapata (coBNajaeT ¢ MemayHapoaHbIM

HENaTEeHTOBaHHbLIM HaWMEHOBaHKEM),
NeKapcTeeHHaa  Gopma,  A03MpOBKa,
HaWMeHOoBaHue Aepatens
PErCTPauMoOHHOrO  YAOCTOBEPEHMA M
HaumeHOoBaHue npoussoAuTENa
/IEKapPCTEEHHOrQ Npenaparta, HOMep Cepuu
(BKAIOMEIOWMIA mecay " rog,

NPOM3BOACTBA), AaTa WCTEYEHWA CpOKa
roAHOCTH (MECAL U1 roa).

Ha KapTOHHOW ynakosKe (nauke) yka3aHo:
TOProgoe HaumeHOBaHWe NeKapCTBEHHOrO
npenaparta (COBNagaeT ¢ MeXayHapoaHbIM

HenaTeHToBaHHbIM HavmeHoBaHuem),
HaMMeHoBaHWe nepmarena
PerMcTpauMoHHOrO  YAOCTOBEPEHMA K
HauMeHOoBaHWe npou3soauTenna
NeKapcTBeHHOrO  npenapata,  aApec
npoussogurtens NeKapcTBeHHOoro

npenapata (ctpaHa, obnacTb, ropoAacKoH
OKPYr), 3NEKTPOHHLIA appec W CauT
NpoOU3BOANTENA, aapec Aeparens
PerncTpaumoHHOro YAOCTOBEPEHWUA
(cTpatz), NeKapcTBeHHaA dopma,
AO3WPOBKa, KonudectBo Tabnetok B
ynakoske, wuHpopmauuMa o  cocTaee
NeKapCTBEHHOIO npenapara
(HanmeHoBaHWe AEWCTBYIOWETO BELLeCcTsa

" ero KONIMYECTBO, nepeyeHsb
BCMOMOraTe/IbHbIX BELECTB), HOMEP CepuM
(BKAOMaOWMA mecay, " rog

NPOM3BOACTBA), OaTa MCTEYEHWMA CPOKa
rogHocTM (rogeH Ao: Mecay W rog),
YCNOBWMA XpaHeHWA, cnocob NPUMEHEHWA:
«[lna npuema BHYTPLY, YCAOBMA OTNYCKa,
HOMEP PErMCTPaLLMOHHOrO YAOCTOBEPEHMUA,
norotun  npoussoauTtens,  dapm-Koa,
WTPUXOBOW KOZA, ABYMEPHbLIA WTPUXOBOM
KOA € 4aCTMYHOM pacwupposKon
UHOOPMaLLMK, COAepHalLenca ]
ABYMEPHOM LITPUXOBOM KOfe, «CmMOTpH
MHCTPYKUMIO no MeauLMHCKOMY
NPUMEHEHUIO  (NUCTOK-BKNagbIW)», «He
NPUMEHAT N0 WCTEYEHWW  CPOKa
FOQHOCTHY, «XPaHWUTb B HEAOCTYNHOM ANA
OeTel mecren,

[ononHutensHo Ha KapTOHHOW YNakoBKe
(nauke) npoayGauposaHel  Toprosoe
HauMEeHOBaHMe [ A034poBKa (=
ucnonb3osaHnem wWpndrta bpanaa.

Cpok rogHocTH

2 ropa

ropeH po: 08/2026

XpaHeHune

B 33awWMueHHOM OT CBETa MecTe Npu TemnepaType He esiwe 25 °C.

3aKnioueHue: COOTBETCTBYET/ He cooTBeTCTYET TpeGosanuam JIN-N2(001270)-(Pr-RU)-290922

Odpopmneno: TTasnosa O.T1.

’ (neobxoanmoe noguepkHyTs)
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JInuersusa Ne 00176-JIC
GMP/EAEU/RU/01032-2023

Pazpemenue
Ha BBIIIyCK CCPHH JIEKApCTBEHHOTO NPEeNapaTa B pean3aluio

3D.447(04)
Ne 2756 ot 15 okrabps 2024 r.
HaumenoBanne npenapara Dypocemun
MexayHapoaHoe HEMAaTCHTOBAHHOE, WJlH IPYTIMHPOBOYHOE, Dypocemus
HITH XHMHYECKOe HAUMEHOBaHHE
JlekapcTBeHHas dopma TabneTku
Hosuposka 40 mr
Dopma BeInyCcka ' TabeTkH, 40 Mr (KOHTYpHas AuelKkoBas ynaxkoska) 25 x 2
(mauka kapTonnas)
Homep cepuu 350924
Komwuectso 93782 ynakosok
Hara nawana npoussoacTsa 14.09.2024
Cpok rogxocth / Tonen o 2 rona/ 08/2026
HopMmatnBHas nokymenTaims JITT-Ne(001270)-(PT" -RU)-290922
CepTudukar kauectsa CepHH 2756 ot 14.10.2024
HamvenoBanne nponssoantens 000 «O30H Gapmy
Anpec npou3BoxuTens (sce cTamnmu NPOU3BOICTRA, BKIFOYAN Camapckas o6, r. 0. TonbatTh, Tep. 033 [IIT, maructpans
BBITTY CKaO LUHI{ KOHTPOJIL KayecTsa) 3-a3n 11, crp.l
Peructpaunonnoe YAOCTOBEPEHHE JITT-Ne(001270)-(PT-RU)
Hara rocypapctsesnoit PerucTpanuy 29.09.2022
Hanmenosanue nepixarens PErHCTpaLMOHHOTO YaocToBepenus| OO0 «ATomnm,
Paspemenue neticteutensuo no 08/2026
KommenTapun e

Ipasun wannexaueit npoussoacTaenunii TMPAKTHKH, PETHCTPAUMOHHOIO A0CKe. 3amucH Mo MPOM3BOACTRY, YNAKOBKE M KOHTPOMO KauecTsa
NPOBEPeHBI, M YCTAHOBNICHO HX COOTBETCTBHE TPeGOBAHNM Ilpasun nannesamed npoussoacTsennoi TNIPAKTHKA.

[IPOAYKIIMA PA3PELLEHA K PEAJIM3ALIMH: bﬁa 00 Her

YnonHomoueHHOE THIIO:

/(7 /Baenun Brianumup Asekcasnposuy/ 15 .10.2024 r,
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JMata Brecenns B Mponssogurens Oprammais, Howmep Homep, nata Muckma o6
" BBINYCTHBIIAA B uybaTHu JIC

AHC Toprosoe naumenosanne (BBIMYCKaOmHi Crpana Ceenenns o cragusax HPOH3IBOACTBA Hopmarusuas noxymentamus o — CepHH, Pa3peienss Ha (Homep,

P 3
0C3INPABHAI30pa KOHTPONL) oBopi napTHH HJIIT i
OBWECTBO ¢ OrPaHHYEHHOR OTRETCTBEHHOCTHIO "O30H Dapm” (00O "Oon
Dypocemu; TabneTkn 40 Obmectro ¢ OTpalHYeHHON Dapm"), Pocena (TlponsBoguTe s (roToBol JIb)); Obmectso ¢
n " " ", T - ~ , a - * ‘us
15.10.2024 Mr 25 WT., yOakoskH OTBETCTBEHHOCTBIO "O30H Pociii OrpaHHYCHHON OTBETCTBEHHOCTBI0 "O30H Dapm” (000 "Oon Dapm”), JIT-Ne(001270)-(PT-RUY-290922 000 "Oson Gapy” 350924 _

AYCAKOBbIE KOHTYPHble
(2), naukH KapToHHble/ ~

Dapm” (000 "Oson
Dapm”)

Poccus (Vnakosmmx/dacopumx (s NepBHYHYI0 YTakoeky)): Obmectso ¢
OFPaHHUEHHOM OTBETCTBEHHOCTBIO "O30H Gapm” (000 "Cson Dapwm”),
Poccus (Ynaxosnmk/dacopumx (BTOpHUHAs/Tpe THYHAS ynakoBka))




