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Xapuronoso, Tei.(4942) 650-806

IMepbera® KOHUEHTPAT A/ NPUTOTOBJIEHHS PacTBOPA s nudysuii
420 mr/14 ma paaxon x1 (nauka KapTOHHAN)

Ynakosano: AQ «OPTAT», Poccnsn

Konuuecrso ynakosok: 7 913
[Mpousseneno:
Cepua npoussonutens: H0504

Homep cepun: HO504/1
Hara npoussoscrsa: 02,2021

Pow Auaruocruxe Im6X, Fepmanun

HILJIT 002034-220620, n3m, Ne1-2
PeructpaumonHoe yaocrosepenue JIT-002034 ot 22.03.2013 (naTa 3amenni 22.06.2020)

[Hara ynakosku: 26.08,2021
Fozen no: 02.2023
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OcmoaniasiocTs
Yucrora
1. Mosiekyasipro-maceosoe
pacnipeaenenue
Drexaozwonnas BOWX

2. Tlpodiitt OCHOBIBIX HKOB
HorooOmennas BOXX

CrepuasHoers
AHOMANLHAN TOKCHYHOCTD
BakTepuanbHbie
IHAOTOKCHHbI
Creunduueckas aKTHBHOCTE

benox

Ynaxoska

llpenapar 10/ken COOTRETCTROBATL TPEOORAHHAM.
Hactun = 10 mkm 1e Goace 6000/pnakon;
Yactuu > 25 mem e Gonee 600/ uakon.

He mence 14,0 ma

112 - 208 mOcm/xr

Ocnonnoit muk — ne menee 97,3 % (na Beinyck):
He Menee 96,7 % (Ha KOHEH CPOKE FOAHOCTH):
Nukos HMWS ~ e Gonee 1,5% (Ha srnyck).

ne Gonee 1,7 % (Ha kouell cpoxa ronHocTH)
Hukos LMWS - ye Gosree 1,2 % (na nuiyek):
ne Bozsee 1,6 % (11a kone1t cpoka roatocTH).
Ocnosuol nuk — He Menee 45 %;
«Kucnorusiey dopael - ue Gosee 43 %

Mpenapar aoaxen GuiTs CTCPHABIHBIM.
[Mpenapar aoiken GbITh HETOKCHYHLIM
He Gonee 8 E9/mn

0.70 - 1,30 x 10% (0,70 E4-1.30 E4) E/i/mr
27,0 - 33.0 mr/ma

o 420 mr/14 ma npenapara Bo uakon Geciserioro
crewia (ruponuruicekuii knace 1E®), yrynopennni
npobkolt M3 Gyrwakayuyka,  JaMMIHPOBAHIIOrO
PTOPnOIMMEPOM, 0GKATHIH WIHOMHHHEELIM KOAIAKOM
H SARPRITRIH MAACTMACCOBOH KPHIUKOR KOpUUHEBOTO
1neTa.

| dakon ¢ npenapatoM (OMEMAIOT B IACTHKORLIH
WK KOPTOHEBLIA  NOUIOH.  KOTOpWH  BMecte ¢
HHCTPYKHHMCH 110 NPMMCHCIHHIO  NOMCINAloT B
KAPTOHHYIO 14Ky W3 kaproua s norpelurennckoi
Tapel noarpynn xpom-opsan 1o FOCT 7933-89 wim
HMIIOPTHOTO,

C__ueanio KOWTPOJIS NCPBOIO  BCKPLITHS 1A I1usKy

Hanmenosanue
nokasareneil Kayecrsa no TpeGosanns k kavectsy no HJ Pesynnrarsr ananusa
HA
Onucanue lpospaunas win onasecuupyiowas Gecuserias wim Onanecunpyrotias GecLserHas KHIKOCTE
CICTKE KOPHHMHEBATOO 1LBETH KHIKOCTh,
Moanuunocts
Kanuansaproii sonmeii oanmunnocts 10:mkna Guith n01TBEPHACHA, Homnunocrs noyrsepaciena
anexmpoghopea
Ipo3paunocTs He Gosee yrwiona 111, Menee aranona 1l
Upernocts He Gosee yranona cpusnenus Be. Merice Jtanona cpasietius Be
pH 57-6.3 6,0
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[lo 420 wr/l4  wma npenapara no  duiakone
Occuseriioro  crekan  (ruapoauTHucCkud  Kiace
1E®), ykynopennom npofkolt w3 OyTHIAKay yKa.
NaMHHUpoBaHHOrO  (rropnoaumepoy,  ofxarom
ATOMHHHEBbIM KOJNA4KOM ] JAKPHITOM
N1aCTMACCOBOR KPLILIKOA KOPHYHEROTO UBeTA.

| ¢nakon ¢ npenaparom nomemen B KAPTOHILI
MOJUION, KOTOPLIH BMECTe ¢  MHCTpyKuMel no
NPHMCHCHHIO OMELUCHBI B KAPTOHHYIO NAKY.

C 1Cibi0 KOHTPOUIS [ICPBOID BCKPHITHA HA HANKY
HAKJACCHBL COMOKJCAIINECH CTHKEPHI ¢ JOTOTHIIOM
AO «OPTAT».

Ha orukerke duiakons ¢ nipenaparom  ykasano:

Crpavmnua 1 uz 2




Haumenonaunue
nokasarejsel Kavecrsa no TpeGosanua k kauecrsy no HJJ PesyabraTel ananusa

HA

HAKJCHBAKOT CAMOKIICHHIMECA CTHKCPBI € JIGFOTHIIOM | TOPrOBOC HAUMCHOBAHUE npenapara®:
AQ «OPTAT», neKapcTRCHIas (hopma; MERAYHAPOAHOE
Mapkuposka Ha orukerxe duakoln ¢ npenaparoM  yKaseiBaioT! | HENETCITORANNOE  HAMMEHORAHHE nehernylomero
TOProROC HAMMCHOBANME NIpenapata®; Jekaperseniylo | RemecTna; COJCPHANKE JICHCTBYIOUIETO BCUICCTBE H
thopmy; MEKIYHAPO IO Henatcutosannoc | ofbem npenapara 8o Qaakone (420 mi/14 ),
HAHMCHORANKE JICHCTBYIONICTO BEICCTBA: COACHKANME | JIOTOTHI KOMITAHHH L «Jls BHYTpHBEHHOIO
JCHCTBYIONIETO  BemeeTBd H OGbeM  NpenapaTa_ BO | BREACHMA NOCHC PA3NTTEHHAD; YCIOBMS XPUiCHMA;
thaaxonie (420 mr/14 Mu); JOTOTHII KOMIIANKH @ | npeaynpeanrensubie namucen («He serpsxuBarthy,
@118 BHYTPHBCHHOTC BBE/ICHMA 1OCAC PuiBCACTIANY: | «He  3amopaxwsarin); HOMCp  CepHu*:  jara
YCIOBHS XDAUCHUA, TIPCAYNPCAUTCILHLIC Haiivek («He | IPOWIBOACTBA: 1313 OKOHMAHUS CPOKA TOANHOCTH
HCTPAXHBaTEY, «He 3aMmopaxcuBathn); nomep cepuu*; | (rojen 110...), nHateceris BHYTPCHHHUC  3aBOJICKHC
Nty NPOHIBOJACTBAL JIATY OKOHYAHWH CPOKA IOJHOCTH | KOIBL

(roaen no...). moryr Owir namecenst suyrpeinue | Ha KAPTOHHON Nauke Ha PYCCKOM N3ILIKE YKA3ANO:
JUBOJICKUE KO/, TOProsoc HAUMCHOBAHME npenapara®;
Ha wapronnol mavke ma pycckom samice YKa3LIBAIOT! | JICKAPCTRCHHAS dhopma; MCHLYHAPOAHOC
TOProRoc HaumenoBanue npenapara®; ACKapeTBEHHYIO | HCTATEHTOBANHOE  HAMMEHOBAHHE ACHCTRYIONICTO
cbop.\ty: MOXKIIYHapojnoe HCNMATCHTOBAHHOL | BelICCTRA. cojlepxanme ;mtim'nymmcm BEUICCTHA H
NAHMCHOBANKE ACHCTHYIONIET0 REMECTRA. cojepxatiue | obneM npenapata no tnaxone (420 mr/14 man):
ACHCTBYIOUICTO  BEHICCTBE M OOLEM NIPENAPATA  BO | KOIHYCCTBO frakonos  nperapara B ynakonke;
taakone (420 Mr/l14  wma)  kosuuecTo (h:1aK01HOB | COCTAR NPENAPATA; KOHICHTPAIMS NpenapaTa b 1 Ma
fperiapata B yNakoBKE:  COCTAB  npenapati: | («koMuenTpaims neprysymaba 30 mr/1 mum), «lis
KOHUCHTPAUKIO Tipenapata B 1 MA (KKOHUCHTPAUMS | BHYTPHBEHHOTO  BBEJACHHS 1IOCAC  DAIBEACHMAN,
ueprysymaba 30 mr/l sum): «Jlas  suyrpusentoro YCAOBHA XPAHCHHA: YCIOBHMA OTIIYCKE, HAIBAHMC
BBCICHHES 1OCHC  DAIBCACHHAN,  YCIOBHA  XPAHCHHSR; [ GUpMbI, sBasionielics naajensliem  (aepskareiem)
YCNOBHE - OTHYCKD:  1@3BAHMC  (DHPMBL.  SBISIOIICHCH | PEFHCTPALMONNOTO  YAOCTOBEPEHHS, cTpaHa, M
BANENLICM (sepmarenesm) PCTHCTPALIMOHHOIO | HA3BAHME (PHPMLI-IPOM3BOAKTENS, cTpana
YIOCTORCPCHMA,  crpaiy, W waspaiue  pupmbi- | (O.Xopdmann-Jla  Powr Jira,  llnchuapus
npousnoauTean, crpaty (O.Xoddmann-Jis Pom Jita., | npousneseno Pouw narnoctuke I'v6X, Iepmanua);
[lncinapus npomasencno Pom [lwarnocruke ['m6X, | noroTHn komnanuu L IOTOTHI ¥ HA3BANKE
I'epmanus ). jorotuin koMnanuu 3 NOTOTHI H | e snpusTis, GC)@Tnﬂﬁmmem yriaKonky
HESBAHNC TIPC/ANPHATHA, OCYecTRITTOUIEr0 ynakosKy npenapata B PO (AO «OPTAT»), ero aapec,
tpenapara b PO (AQ «OPTAT»). cro axpec, Tenehon H | rexedon 1 (hakc; JOTOTHN H HIIBAIHE KOMMAHAM.
q:axc: JAOIOTHIT K HAIBAHHC KOMIlﬂ}lHH'.’H’iC’i’{)ﬂﬁbmopﬂ }EHC’?FHG&K’FUPE s PO (AO “P'{DHPMI’)). €¢c apec,
8 PO (AO «P-dapun), ec anpee, Teneon, daxc Teachon, thake: «CTCPHILION: IPEAYIPCAHTENLHBIC
«Crepuimbion; MPEAYNPEIHTENLRIE Hiu  undopmaumonine  nammmen  («Crioco
WiopsaLmaibie tagmuen  («Criocol  npumcrienis, HPHMCHCHUA, J103bI M MCPBI [IPEAOCTOPOKHOCTH —
AQILL M MCPM [PCAOCTOPOKHOCTH  —  CMOTPH CMOTPH HIICTPYKURIO 110 IPHMCHEHHION, «XpaiuTh
HHCTDYKIHIO  no  npuMeriennion,  «Xpaiurs  n |y HEAOCTYIHOM A% aereH  wmeeren.  alle
HEAOCTYNHOM a8 jerel mecren, «He serpsxuparsy. BeTpaxuBaThy,  «lle  samopmkusaTLe),  HoMmep
«He  samopaxunirrsy»); HOoMEp  cepuu*: sty CCPHH*; 1aTA NPOM3ROICTBA; JATA OKOHUANMS cpoka
VPOH3BO/ICTBA, AATY OKOIMAIIMS CPOKA FOANOCTH (FONEH | rommocth (roen  j10...):  WIEPHX-KOA,  HOMEP
J0..)J  WITPHX-KOX:  HOMED  PCIUCTPAMORHOND | perwcTpanoiioro YAOCTOBCPEHMS;  HAHECEHH
YAOCTOREPCHUS (Aomycxacres HAHECCHHE B | BHYTPENHUE TABOACKHE KO,

COOTRETCTRUM  ©  TpcbomaimsMu  ACHCTBYIOWEIO | flonoanureaho Ha TANKY HAHECCHA WHGOpMaIMs
SAKOHOJATCALCTRA), MOTYT OhITh HAHCCCHE! BHYTPCHHHE AU MONHTODHHIE  JUBHKCHHS  NICKAPCTRENHOID
SABOJICKHE KO/Lk1, NPENApaTa  OT  NPOHIBOAMTENS  JI0  KOHEHHOND
Jlonoanurensno ua nauky Moxer GwTL HaHCCCHA noTpeduTens.

nHpopmanus ans MOHHTOPKHTA ABWRKCHHE | % yoMeD  CCPMM NPOMSBOAMTENN  JIOTIOANCH

JCKAPCTBCHHONO  IPCHAPATA  OT NPOHSBOJAKTCHA 10 (HBPOBLIM KOJAOM, IIPHCBOCHITLIM YHIAKOBUIHKOM.
KOHCUHOTO norpedurens.

* HOMCP CCPHH TIPOMIBOMKTEIS MOWKET OLITh A0NOJHEH
UH(POBLIM KOJOM, NPHCBOCHHLIM YHAKOBILHIKOM,

Xpanciuue Tlpu Temneparype 2-8 ° C B 3aMwen oM oT chera Coorsercrayer
MCCTC
Cpok roanoctu 2 rona logen no: 02,2023

3akniouenne: Mpenapar Mepoera® KOHUEHTPAT /18 NPHrOTOBJIEHHS pacTBopa Aust uudysuii 420 Mr/14 ma
$aakon X1 (nauka kapTounas) cepus H0504/1, ynakosannsiii AO «OPTAT», Poccus, COOTBETCTBYeT TpeboBanuam
H/1 JITT 002034-220620, u3m. Nel-2

Hauansunk otaesna kontposs kavecrsa I'ynoea E.A
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AKLIMOHEPHOE OBUIECTBO

ORTAT '}
ORTAT

157092, KOCTPOMCKAR OBNACTL,
CYCAHUHCKWA PAMOH,
C.CEBEPHOE,

MKP-H XAPUTOHOBO

b.s

Tenagon’ (4942) 650-805
Ten/parc: (4542) 650-840
E-mail Pharm@ortal ru
www rpharm com

D04AIM-C/1-02000-57-01

PA3IPELLIEHHE HA BbITTYCK CEPHM Ne 0281-2021

Toprosoe Haumenosanme, nexapcTeeHHan (opma, | [Tepbera®
No3uposka, popMa Beinycka KOHLCHTPAT [UIA NPHrOTOBACHHA PacTBOpa AN
nudyanii 420 mr/14 ma dnakon x 1 (nauka
KapTOHHan)
MHH, unu rpynnuposounoe, win xumuueckoe Plsprysyush
Homep cepuu H0504/1
Pasmep cepun 7913 ynakosok
Hara nponssoncrea 02.2021
lConen no 02.2023
Haumenosanne npoussoauTens, ctpana Pow Jlnarnoctike 'mM6X, 'epmaniusg
:Tr;izc;nmuxfaunycxmomun KOHTPONb Ka4ecTsa, AO «OPTATS, Poccus
Homep u nara perucrpaumontoro yaoctosepetms JII1-002034 ot 22.03.2013
(nara samens 22.06.2020)
HaumeHoBaHue nepxatens perHcTpauHoHHOro ®.Xodupmanit-Tla Pow.JTra, Ulsefivapns
YAOCTOBEPEHHA, CTPaHA
Homep HopmaTHBHO# 10KYMEHTaUHH JI1-002034-220620, uam.Nel,2

Hactoswum noatsepxaalo, 4To famHas CepHs npoWsseneHa W NpoBepeHa B COOTBETCTBHH C
TPcGOBAHHAMK THUEHIHK HA NPOM3IBOACTBO NEKAPCTBEHHBIX CpencTs, TpeGOBAHHAMH PErHCTPALHOHHOTO
Aocke W TpeGosanuamu [Npasun waanexawedi npoussoacTeeHHOMH npaktukn (GMP), yreepaaeHHbIMK
npukaszom MuunpomTopra Poccun ot 14 wionn 2013 Ne 916, a Taloke HHbIMH TpeGoBaHHAMH,
YCTQHOBNEHHBIMH HOPMATHBHBIMH NPaBOBLIMH aKTamK Poccuiickoii denepaun, nepen ee BuIMYCKOM.

3anucH No NPOM3BOACTBY M KOHTPOMIO KAYECTBA AaHHON CEPHH rOTOBOH NMPOLYKUHH NPOBEPEHBI H
NpH3HaHbI COOTBETCTBYIOWHMH TpeGosanusm [Tpasun Haanexkawedi NPoOH3BOACTBEHHOT npaxtuku (GMP).
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Ynonxomoyennoe nuuo: Llysanosa J1.B. A7 24.09.2021
ﬁoﬂmwyy Fa

[pukas Munsnpaga Poccun o6 atrectaunn ynosnsomouennoro anua Ne 399 ot 23.04.2021
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«CBefeHnA 0 BBOAE B rpaxaaHCKuii odopoT B Poccuitckon depepauym NieKapCTBEHHbIX

PEAFPAABHAR CAYKEA NOHAAZ0P
EALPAABHAR CAYKBA IO HAA3OPY CpeacTs Mo COCTOAHMIO Ha 26.09.2021 17:52»

B COEPE ZAPAROOXN PAMEHIMY

Opranusanmus,
Jara sHecenus B Mponssoaurens Homep Homep, nara
Toproeoe . Hopmarusnas BbINYCTHBLIAN B
AHC (BbIny ckaronmii Crpana Ceenenns o craamsx npoH3BoAcTsa CepHH, paspemenss
HAHMCHOBARHE JIOKYMEHTANUA TP TAHCKHI
Pocappasuamopa KOHTPONL) naprun na HJITI
obopor
Pom Quarnoctuke Mo X, lepmanns
Mepeta®: kownentpar {Ipoussonutens (rotosoi JID)): Pow
IR NPHIOTOBACHHS AKIHOHEpHOE Hwarnoctire TmoX. Nepmarusa JIT-002034-220620; Ham.
Hle a ] obmecTBo (¥ narosmHK/acoBumK (B neperuRyio Nel x . - &
24.09.2021 pacTBopa Aas gy ™ N 3 o ; 504/
420 mr/14 mn T mr. (14 "OPTAT" (AO Foeann YIAKOBRY ) ); AKIHOHepHOe 00ORICCTRO JIT-002034-220620; Ham. AQTORTAY HO30M ]
M, paakons (1), naukn | "OPTAT") "OPTAT" (AO "OPTAT?"), Poccus Ne2 x JINT-002034-220620
KapTOHHKE/ ~ {Vnaxopimr/pacornmk
{BTOpHUHAS/ TPeTHUHAA YNaKOBKY))




