AKUMOHEPHOE OBUJECTBO

ORTAT @
OPTAT 53

157092, KOCTPOMCKAR OBNACTD,
CYCAHMHCKIA PABOH,

C CEBEPHOE,

MKP-H XAPHTOHOBO

Tanedos; (4542) §50-805
ran/chaxc: {4542) 650-840
E-mail: Pharm@Bortat.u

www.rphanm.com
GAAM-C1-02000-57-0)
PA3PELLIEHHE HA BbIITYCK CEPHH Ne 0108-2020
TOproBoe HAHMEHOBAHHE, IEKAPCTREHHAN (OpMa, Mupuepa®

Ao3uposka, hopMa BbINYCKA

pacrsop s BHYTPHBEHHOIO H NOAKOAKHOIO
gseaenua 50 mxr/0,3 M wnpHu-TIoBHK

MHH, win rpynnupososHoe, HiiH XHMHYECKOE

MeTOKCHIONHITHAGHINKKONB-DM0ITHH BeTa

cTpaxa

Homep cepuu H0560/01/1

Paamep cepiu 10247 ynakosoK

Jlara npoH3BOACTBA 12.2019

Togex no 12.2022
HaumenoraHue NPOH3BOAHTENA, CTPaHa Pow Ouarnoctrke TMGX, Cepmanis
Y nakosin/BuinyCKaoUKH KOHTPONL KAYeCTsa, AO «OPTAT», Poccns

Homep # nata perucTPAUHOHHOIO YAOCTOBEPEHHS

JICP-002182/08 ot 28.03.2008
{nara 3amennl 25.05.2018)

HanMeHoBaHHE NEPIKATENA PErHCTPAUMONHOTO
yOCTOBEPEHHS, CTPaHA

@ Xoddmann-Jia Pow.Jita, Llseiiuapua

Homep HopMaTHBHON AOKYMEHTaUHH

TICP-002182/08-171016, wam.Ne 1-3

HocToriHM NOATBEPMAID, YTO JAHHAA CEPHA

NpoH3BeacHa #H NPOBCPEHA B COOTBETCTBHH €

TpeBOoBAHHAMM THUESHIHH Ha NPOMIBOACTBO NEKAPCTBEHHMLIX CPEICTS, TpeBOBAHHAMH PErHCTPALUMONHOID
nocke u TpeGopanuamu [Ipasun naanexauiei npoussonctaentoil npaktiky (GMP), yTBEPHUICHHBIMH

npukatom Munnpomtopra Poccud oT 14 HioHA 2013 Ne 916, a TawKe HHbIMH

TpeboBaHuaMH,

YCTAHOB/IEHHBIMH HOPMATHBHEIMH NIPaBOBLIMH aKTami Poccufickoit MeAcpauni, NCpEA €€ BLIMYCKOM.

3anucH N0 NPOHIROACTEY H KOHTPOMIO KAYECTBA JAHHON CepHy

TTGYoR.npoayKUMiH NPOBEPEHBI W

npu3HanLl cooTReTcTBYIoUMK TpeGosanmam [Tpasun Hajnexaytes -ﬁﬁ}ﬂ;:gm&aéj&g?ﬁ npakriki (GMP).
oL 2.7
o ®

Ynonxomouennoe nuuo: Lysanosa J1.B. % g

& O g

A

NOANNEC / t
% (&

‘? AC’ ”"/\ - ,‘J‘ O/ I
IMpuxas Munaapasa Poceuu of arrectalny ynonnomoueunor&gnma Na 549 ot 2\2\&3}819
N o BT,

/i

ST 4

7

el Vo J
W’ Oy N T

5 L

s oo




AO«OPTAT»
Oraes xouTpoaR Kavecrea

@O2CON-KOD7000-39-06

JIHUCHING HA OCYIIECTRIEHNE TIPOHIBOACTRE AeKApCTREHHBIX cpeacTs Ne 00038-J1C o1 16.12.2014
157092, Koctpomckas 06:1., Cycanrckufi pation, ¢. Cesephoe, Mxp-n Xapironoso, ten (4942) 650-806

Macuopr Ne 7 o1 24.04.2020

Mupuepa® pacrsop nan PHYTPHBCHHOTO M HOAKOKHOTO BBeAeHH S0 MKr/0,3 Mt mnpHI-TIObHK

Ynaxosano: AQ «OPTAT», Poccus

Koanuecrso ynakosox: 10247

powmsseneno: Pom Huarnocture I'M6X, Fepmanng

Howmep cepai: HO560/01/1
Huva npowsaoacrsa: 12.2019

HA JICP-002182/08-171016, usm. Nel-3
PY JICP-002182/08 or 28.03.2008 (1ata 3amens 25.05.2018)

Hara ynaxosxi: 02.04.2020
Fonen no: 12,2022
Cepus npoussomsrrenn: HO560/01

Haumenonanne noxasareaei
Kayecrss mo HJ[

TpeGopanua x kavecrsy no HJJ

Pesyawvarst anmnmna

Onncanue

Noaauunocrs:
Obpamesno-pazosas BOWX

Onexipodopes
B NO/IHAKPHIAMHAHOM Tele

Tipospauncers

HeertocTs

pH
Mexanuueckie BrAOYeHHA
Bupsmsie Mexanuvecksc
BRUHOYCHIS
Heriztuapie vacrui

Hisaexaemstii o6nem
OcmongasmocTs
Yucrora
1. OSpamenno-paosas BIKX

2. xekmoasonnas BXIX

3. Dnexrpodopes
B NOAHEKPHIAIMHIHOM Tene 3
BOCCTAHARITHBAIOWLHX YCIOBHAN

Crepunsnocrs
BakTrepranbible 3MA0TOKS HIBL
Beaok

L-meTionun
Crennduyeckan Guosornveckas
BXTHBHOCTD
¥Ynakoexa

Tlpospaynay Gecusertan WM CICrKA WEATOBATOND LBCTA
WHAKOCTH :

Bpewma yaepaupanis ocHoBROrD nuka na XpOMarorpamse
HCORTYEMOrO  PacTBOPE  JAOMKHO  COOTBETCTHOBATS
BPEMEHR  yACDKMBANAS  OCHOBHOTO  nIMkd  Ma
XPOMATOIPEMME CTEHAAPTHOTO pacTropa MTBT-D[10
[Toganunocrs cynTaeTos HONOKHTEABHONR, 6611 ocHORNAS
HoNoca HA 2IeKTPOPOPErPUMME HCNBITYCMOrO pacTEopa
CONOCTABHMA 1O HHTEHCHBHOCTH M NOABIKHOCTH ¢
OCHOBHOH noaccof Ha saekTpodoperpamse
CTaHAaPTHOrO pacTeopa [131-3110
Hpenapar aomxen Buers MIPOIPAYHBIM N0 CPABHEHHIO ¢
BOZOH MAH CTENeHs ©ro ONANECHCHUMH e AomkHA
HPEBBILIATE FTAN0OH CPRBHEHHE |,
[penapar nonwen Gurn GecuseTHmM 1o CPRBHEHHIO ¢
BONOH HIH MHTEHCHBHOCTL €ro OKPACKH HEC AOAKHA
NPEBRNNATE YTANOH CPABHEHHS Y,

O16,00064

Hpenapar nomken cooTBeTCTBOBATS TpeGoBaHHAM
' X111 uan Ed
Cpennee wncno wactiy, paiMepom 10 mkm me Gonee
6000/umpru-Tiobuk;
Cpearee WHCIO MacTHU pasMepom > 25 mkmM He Gonee
600/impuu-noGux

He menee ykasannoro na srukerke.

Or 270 10 330 MOcMonw/kr

Tk TIO0-9710  wa
pactsopa aommen Gk He Menee 950 %
TIGIATH RCEX NHKOB ’
Miowans  muk  [3-D010  ha XpomaTorpamme
HENUTYEMOTO pacveopa Ro/mkHa Guith ne Menee 94,0 %
ot oluiel nrowam nakos
OcuoBHas nonoce 1a IEKTPOPOPErpaMME HELITYEMOTO
pacTaopa aomxna ObTh COMOCTABUMA [0 HHTCHCHBHOCTH
H o NORBMXHOCTH ¢ ocuoBuoll  nomocoll wa
3ncKTROGoperpEMME CTAHAAPTHOrG pacTBopa [131-3110.
He ACTAHBI HaGnma‘rbca HOBBIC IHAYMMLIE HOJOCK Ha
nexTpodioperpamme HCMBITYEMOTO pacraopa,
PACHONOMERHEE HIMC 0CHOBHON nonocw [1ODT10 1o
tpasuenmio ¢ anekrpooperpammol  cransaprHore
pacisopa [T3-3110.

[penapar aommen GbITh CrepiibHbIM.

He Gonee 0,1 ED/xr [II1-3H10

Ot 90 20 110 % or konvuccTea Benika, 3a481eHHOMO Ha
ITHKETKE

XPOMATOIPaMMe  HCITBITYEMOIO
ofued

O7 1.4 5o 1,6 mrfun npenapara
7,0-14,0 x10° EJVur TOI-9110

o 50 mxr/0,3 mn B mnpuu-nobuxax, kopnyc KOTOPLIX
HILOTOBACH M3 Crekna (runpoantiucckul xnace | po
E®}, nopwicur -~ w3 naacrvaccs, © npolxolt w3
Byrunkayyka, JaMHHHPOESHROMO dropnonumepon. Hser
NOPUIHA  COOTBETCTAYCT LBCTY, KOTOPBIM  HulieleHa
AOIUPOBKA TIPENADATA HA HYIMKETES Wpnu-Tiobika 0 na

Tpospaunas Secusertian wiaorTy,

Cootsercrayer

Cootsercrayer

Tipoapaussil 1o epasnernio ¢ sogol

becusernnifi 5o cpapnenio ¢ sogoi

6,2
Coorsercrayer
88
2

0,39
301

99,3

99.2

Coorsercrnyer

“Rery g m';l‘-‘ﬁ}:

11,6 * 10° EJimr HOTD00

Flo 50 mMxr/0.3 ma w wopsieriobuk, koprye
cTesa
(rsposuTiucekni kaace 1 no Ed), NOPHICHE

KOTOPBIX HITOTOB/IEH Hi

- H3 npofixoii
GyTaKayyyka,
drropronusepon. Liner nopmus

nacTmacesl, v
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Hanmenosanne noxasarcaeil
wauwecrna no HJL

Tpefosanna k xkauecrsy no Hi

PeayasraTel ananwa

Mapxuposka

rauKe,
C  apyroi  cropossl  (IAPWU-TIOONKH  YKYTIODEHBE
HAKOHCYHAKOM M3 OyTHAKAYYYKR, JaMMIKPOBAHHOD
ropnonaumeposs.

1 wnpHu-Tio0ug MOMEWAT B NpoIpauHelil JanMrTHeil
nnacrMaccorii koxTeliep ¢ npyxunoit.

| crepuasHylo Wray A HEBeKUMEE momemamor
FCPMETHHHO YKYNOPEHHBI nacT™accopuil korreitnep ¢
KOHTPOJIEM (EPBOTO BCKPRITHS.

| kOHTYDHYIO RYCHKOBYKX) YNAKoRky, cogepwautyo !
wnpsi-TiofKk B 1 KoHTEHHED €O CTEpHILHOA Mol ang
unneriuit BMecte ¢ umeTpykuseH no  MEAMIIMHCKOMY
[IPUMEHCHMIO TIOMEIIAIOT B [AMKy M3 KaproHa Ang
notpeGuTeasekoll Tapel noArpynn xpom-apsan o FOCT
7933-89 wau aHanorHUHOIO HMIOPTHOND,

C OeAb0 KOHTPONS TEpPBOTO  HCKPBITHS  HA  (AYKY
HAKICHBAIOT CAMOKJICHALMECH CTHKeps! ¢ norordanoM AQ
«OPTAT»,

Ipymmosan  yNaxoska W TPANCTIOPTHAR  Tapa 8
coorsercray ¢ FOCT 17768-90

Ha orukerke wmIOPHILTIOONKE HA  DYCCKOM  A3blke
YKalhBAKIT,  TOPIOBOE  HAHMEHOBAHHE npenapara®,

HAUMEHOBAHHE aehcrnyomero RenecTRa
{METOKCHOOIMITHACHIIMKOIB-21100THH Beta), L0IMpPOBKY
npenapara wnpri-riobuke  {Mkrima),  norotun
KOMNAHHH . AeKapcTseHHYI GOpMy, HOMED cepuH,

JaTy OKOHMZHHA CPOKA FOAHOCTH (rofeH 0. ),
Jlonyckaered yxkasaHHe NPOHIBOAHTENLM (IPETapaTa XaThi
fIPOHIBOJICTRA.

Ha xaprounol nauke Ha pycexom Muxe YKaIBIBAIOT!
TOProBOC HAHMCHOBAHHT npcnapm‘a HauMCHORAHKE
JIEHCTBYIOMEro BEWeCTea (METOKCHNOAMITHICHT THKOTb-
snedrui Bera), 0IMPOBKY NPENApATa B WNpHU-TIOOHKE
(MKr/MiD), ackapeTBeHHylo  dopmy, criocol  BBCACHNS
(«/lnd  RHYTPHBCHHOTD M  DOIKOKHOIO  BREREHHRAM),
HAUMEHOBAHHE H COflemKanme ACRCTBYIONIETO BELISCTRA B

I wopuierioBike o nepedeHh  BCOOMOTATERALHBIX
BEWECTB, BXOANIIMX B COCTaB npenapara, «CTepUabioy,
HA3BAHHE PHPMBIL, sanmomneics BAAACHbUCM
PErHCTPRLHONKOTG YAOCTOBEPCHHNS, CTpary

(D Xodpsann-JIa Pow Jlra Illseftnapua), ¥ HassaHue
(HPMBI-IPOHIBOAKTENR NEKAPCTRCHHON BODPMBI, CTpaHy
{(Pown  [uarpocguxke  I'm6X,  Tepmanns),  morotun
KOMDanHHu KOMHYECTBO WIPHI-TIODHKOR H HIll B
ynakopke, YCAOBHA XPAHCHHA, NPEAYHPCAWTEIBHBIC M
nupopmaiontne naanuck («Cnocol NPUMEHEHNS, 103K
H MEPHI NIPEAOCTOPOKHOCTH ~ CMOTPH MHCTPYKLEIO N0
psMeHeHWo», «Xparnurs B HEAOCTYNHOM Jjng netelt
MECTER),  AOTOTHN W HAIBAHHC  (IDSAUPHATHE,
OCYUIECTHIRIONET0  yRaxosky npenapata 8 PO (AO
«OPTAT»); ero mupec, Tencdon u daxc: norormn
HAIRAHHC  kOMnaHud-grcrpubbioTopa B PE (AD «P-
Dapmn), ec aapec, TencdioH H Gake, yCnosus OTIYCKE N3
alnTex, JATY APOH3IBOACTE, HOMEP CEPHi (HOMEpP Cepry
NPOHIBOIMTENS  JOMONHECTCA  UH(GPOBBIM  KOJIOM,
[PUCBOCHHLIM YIIGKOBI{MKOM), LATY OKOMMAHHY CpOKa
roagoctH  {roges 0.}, [TPHX-KOA,  HOMEp
PErHCTPRLMOHHOTO Y/IDCTOHEPEHIN, BHYTPCHHHE
TABOACKHE KON,

JononnuTensHo  Ha  Iauky  Moxer  Gwmh
utiopnars A MOIHTOPHITA [BHACHHE
JICKAPCTBEHHOrO  Npenapara 0T  RPOMBOAMTCAR 10
KoHe4noro norpeburens.

Hanecena §

COOTDETCTBYCT MLBETY, KOTODBM  BhiAencHa
JO3HPOBKA MPENapara Ha ITHKETKE IUIpHU-
TI00HKA ¥ HA nayke.

C  sapyrofl  crToponbl  HINPHL-TIOOHKH
YKYTIOpCHB HaROHCHHHKOM W3 OyTHIKay4yka,
NAMHHUPOBAHHOTO JITOPIINHMEPOM.

1 wopui-TiofHK noMemer B npospayusit
3amuTHRIE  pacTMaccoseit kowrcHwep ¢
npyxuHon,

| crepuasiad Mraa 408 MEBCKIHA nomenicHa
B TEPMeTHYRG YRYTOPEHHLIT NIACTMACCORLIR
KOHTCHHEP C KOHTPONEM NEPBOTD BCKPHITHA,

i KOHTYpHAR suekonan yHaKoBKa,
conepxaumas | wupri-riobuk 1 | kowrefinep
co crepuankolt kraoh ik nusekiult Bmecte ©
KHCTPYKUMCH 110 MCAHIHHCKOMY MPHMEHCHHIO
nomeLIeHa B MIEYKY M3 kaprons  ans
noTpefHTeALCKOH TAPLL

C uenpio KOHTPOJIR NEPROTO HCKPHITHRE HR
NauKy HAKICCHN CAMOKNEANIMECH CTHKEPb ©
nororunom AQ «OPTAT

Ha orrkerxe wnpuit-TiobHKa Ha pycoxoM
AILIKG  YKEIAHO! TOPIOBOE  HAMMEHOBAIHC
npenapara”, HaumeHoRaHMC AcHCTBYIOUIErD
BEUICCTRA (METOKCHIOTHMITH/ICH THX 015~
anoaTHe  Gera), Aodupomka  mpenapats B
HOADHU-TIOOHEE (MKi/MI), IOFOTHIE XOMAAHKH
, JexapcTheHHaA  opMma,  HoMep
ata OKOHYAHMA CPOKZ TOAHOCTH
{roagu no...).

Ha xapromnoH 1@¥Ke Ha pyCCKOM HIBIKS
YKA3BHO: TOProsoe HAHMEHOBAIHE
npenapara®, nasmenosanue JelcTByOULEro
BEIIECTBA {METOKCHITOMHITHICHI ARKONb~
MmosTHH  OeTa), AOCIMPOBKA Npenaparta B
umpri-TiofHKe  (MKO/MIT),  IEKAPCTREHHAR
thopma, cniocob BBCICHHA {«]Jlna
RHYTPHBEHHOTO M [OAKOKHOIO BRCKEHHAN),
HAMMCHOBAHME M coaepkanue aeHCTRYIOWEro
pemiecTsa § | wnpui-TIoGHKE W nepedens
BCHOMOTATCABHBIX  BCUIECTR, BXOJAALIMX B
cocras npertapara, «CTepuaHoy, HAIBAHHE
dhupmbl, saasiomektes BIIAAC/ILIEM
PErHCTPALIMOHHOTNO  YIOCTOBEpEHKA, CTPaHA
{(D. Xotdmann-Jln Poms JIra, lseHuapus), u

Hasnanune (upMei-npon3poaNTEnR
aexapersennoft  dopse,  cpasa (Pow
Jnarnoctuke , Im6X, [lepmanns), norortun
KOMITRHHH , KOIHYECTRO TINPHIL-
Tio0MKOR W ACH B YIIAKDBKE, YCAOBAR
XpaHeHns, TIPEAYIPLIHTEARHBIC H
uudopMarionnue  uaanuenr  («Cnocob
NPHMEHEHHE, 11031 u Mepbl

npmocmpomzom CMOTPH HHCTPY KIliio 110

M HAImAMHE
YIIAKOBKY
»), €ro aipec,

3 11(1’1‘8&, nwcp
POWIBO/IHTES

slcu ;{mbpon SN, TIPHCBOCHHRIM
)rm é‘kaH}n \ﬂimi.;k KOHYEHHK  CPOKA

TORHOCTH A EORRH0T. . ), IITPHX-KOA, HOMED

PACHCTPALIMOHHOTD YAOCTOBEREHHA.,
BHYTPEHHKE JARONCKHE KO
Jlonoaugrensne  H&  aNKy  Hamecena

HitOPMALIMA 1711 MOHHTOPHHID  ABHAXCHMR
NEKAPCTRCHHOTD npenapara OT
APOH3BOJAWTENA JI0 KOHCHHOID rmpcﬁh“rtnsz.
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Hanmenonanue nokavarened Tholikanny: w esseny i a1 P " -
KadecTEA no HI pe o Y CIYABTATE AHAANIL
Xpauenue Hpw Temnepatype 2-8 °C, B 3AUMLLCHIOM OT CRe1Z mecte. | Cootbercrayer
He samopaxusars.,
Cpox roanocTu 3 roga Fogew ao: 12,2022

3akmouenne: Iipenapar annepmncmnp AR BHYTPHBEHHOIO M MOAKOKHOIO BBeJeHHS 50 mkr/0,3
M. nprO-TIo6uk cepus H0560/01/1, yuaxosanubii AQ «OPTAT», Pocens COOTBETCTBYCT TpeboBauusy
HI JICP-002182/08-171016, m3m, Nel-3

e e v
3am. navansHnKa oTACAa KOHTpOAsH KauecTsa Copoxuna MIC 725554
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