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JIHLCH3MS HA OCYLICCTBIEHHE IPOWIBOACTBA JEKAPCTBEHHBIX CPEACTB Ne 00058-J1C ot 03.11.2020
157092, KocTpomckas o6a., CycanuHckult paftoH, €. CenepHoe, MKp-H. XapHTOHOBO, Ten.(4942) 650-806

Macnopr Ne13 ot 19.10.2021
Kancuaa® Ho$HIN3AT 18 NPHIOTOB/ICHHS KOHUCHTPATA
18 OPATOTOBJ/ICHHS PACTBOPA S andy3uit 160 mr (paaxon) X1 (nauka KAPTOHHAK)

Vnakosano: AO «OPTAT», Poccun Howmep cepnu: B2803/2 Jlata ynakoexs: 21.09.2021
KonuyecTso ynakosok: 2914 Jlata npoussoactea: 03.2021 lonen go: 03.2024
Tpomseneno: ®.XopPmann-Ja Pour JITa., [seiinapus Cepus npowssoantens: B2803

HJ1 JITI-002692-091017, n3m. Nel-4
PerucTpauMOHHOE YAOCTOBEPEHHE JII1-002692 ot 31.10.2014 (aaTa 3aMeHbl 21.10.2020)

HanmenoBanrHe nokalavenei

KavecTsa TpeGoBaHHA K KayecTBY no HA PeiynbraTel AHANH3A
no HJ
Onncanue MopucTas Macca, YIUIOTHGHHAX B TaBneTky,| [Topucras macca, ynnOTHERHAR B TeOnETKY,
WHOTIA B BMAe oTHensHmx uactelt TaGnerkH, Genoro useTa.
6enoro wnn no4TH Genoro useta.
BOCCTaHOBJIEHHBIl PacTBOp — NPO3pauHBIf WA BoCCTAHOBNCHHbIH PACTBOP ~ CIETKA

cnerka omanecuupyrowi, GecupeTHE! WM © onanecuupyious, GecuserHbill pICTBOP.
KOpPUYHEBATBIM OTTEHKOM PACTHOP

o IHHHOCTE TTOA/IMHHOCT CHMTAETCS NOATBEPKIACHHOMN, eCiH
AKTMBHOCTb MCTILITYeMoro ofpasua HaxonurTcs B 0,95 x 10* E[l/ur
npenenax ot 0,50 o 1,50 x10* E[Ymr

Bpems pacTBopeHus IpenapaT AOJKEH MOAHOCTHIO PACTBOPUTBCA B 2 MHHYTHI
goze [Ua Hebekwsil B Tevenne He Gonee |0 MRH.
[Tpo3pauHOCTH pacTBOpA BoccTaHoRNEHHMA  pacTROp  AokeH  OWTh Mesiee ytanona 111

NPO3PAYHHLIM N0 CPABHEHHIO C BOJOH WM CTENEHb
ero onanecleHIIHK HE J0/KHA NPSBLIIIATE ITANOR
cpashenns 111 (e Gonee 18 FTU)

LlseTHOCTE PACTBOPA BOCCTHOBNEHHLI  pacTBop  AOMKeH  OwTh Menee 3tanoHa Bs
GecLBeTHBIM MO CPABHERWI0 C BOJOH WIH
HHTGHCHBHOCTb €ro  OKpACKH HE  AOJKHA
IPEBLILATS ITANoK cpashenna By

pH pacrsopa Ot 4,7 1053 5,1
MexaHHYecKHe BRIOYEHHS
— Buousmwie mexanuyecxue | Tlpenapar nomkeH COOTBETCTBOBATL TpeGoBaHuAM CooTBETCTRYET
srIIONEHIA EQ unu ' XII1
— Heguduvble 4acmuybl CpeaHee 4HCIIO H8CTHL PA3MEPOM 2 10 MRM He
Gonee 6000/pnaxoH 40 vacTuw/draKkoH
Cpennee YHCIO HaCTHU PasMEpoM = 25 MKM He

Gonee 600/dnakoH 2 YACTHILY praKoH

Bona He 6onee 4,0 % 1.3%

OeMOATBHOCTE Ot 157 oo 261 mOcM/kr 221 mOcM/krT
YucrtoTa

1.29xcmo3nonHas BIXKX OckoBHOH Nk — He MeHee 96,0 %%} 98,2 %

HMWS nuxu — ne Sonee 4,0 % 1.8 %

2. ObpaieHHo-pasosas Oraomenue Moneli cBoGoaHbIX MERTAHIUHOWIOB 0.9 %

BIXX K cymMe Moleit Beex MeHTaHIHHORAOB AOMKHO
6iTe He Gonee 6,0 %
CTepi/ibHOCTE INpenapat aonkeH OblTh CTEPHILHEIM Crepunbruilt
BakTepHaibHble He Gonee 9,0 E9/ma Menee 9,0 ED/mn
IHAOTOKCHHBL
AHOMAJILHAA TOKCHYHOCTD Mpenapat AomKcH GHITh HETOKCHYHbIM HetokcHuHbHA

Cneundguyeckas aKTHBHOCTE O 0,80 10 1,20 x10* E[Ymr 0,98 x 10* EJymr

Crpanuua | 13 3




HanmeHoBaHHe foxazaTe/1ed
Kavectsa

no Hil

TpeGosanua Kk xavecrsy no HJ

PeayabTaThl aHanu3a

beaox
DAR (mo/mpnoe

COOTHDILEHHE
DM i/rpactysymaB)

Ynakoika

Mapkupopka

Ot 154 1o 188 mr/dnakon

Or32a03,8

Mo 160 wr TpacTysymala IMTaH3HHA BO (MIAKOH
GecimerHoro crekna (raponnTvdeckuit knace |
E®), yxynopeuusiit npobxoft w3 Gyrankayuyxa,
JaMHHHpoBaHHOTO  GTopnonnMepom, ofwaTnii
ATIOMHHUERBIM  KONNAMKOM W 3aKpLIThifl
NNacTMaccoBOH KpullKOH.

1  ¢nakon ¢ npenapatoM NOMEWAIOT B
IUIACTHKOBBIA HWIH KapTOHHBIH NOLNOH, KOTOpGLIH
BMECTE C MHCTPYKUHEll N0  NpHMEHEHHIO
NoMeLaoT na4yKky W3 KapTOHE LA
norpebuTensckoit Taphl.

C uenvio KOHTPO/L NEPBOTC BCKPLITHA HA [MAYKY
HAKNEHBAIOT  CAMOKAEAILHECA  CTHKep €

norotunoM AQ «OPTAT».
Ha »Tuxerke dnakowa C NpernaparoM YKalaHo:
TOproBoe HAUMEHOBAHHE npenapaTta L

JIeKAPCTBEHHYIO thopwmy, MERKIYHApOaHOe
HENaTeHTOBaNHOE HAMMCHOBAHWE ACHCTBYIOLWIErO
BELUECTBA, COAEPaHHE AeHCTBYIOWEro Be

BO tprakoue (160 Mr), TOTOTHTI KOMNAHKH 4
«Jlna BHYTPHBE HHBIX uHGy3ni ocne
BOCCTAHOR/EHHA W Noc/enyiomero paiGaaneHusm,
«CreprnbHO», YCNnoBHA XpaHeHHa,
NpefynpeMTENbHYIO  HAAMHChH («He
3aMOPaKHBATL?), AaTy MPOH3IBOLCTBE, A&ty
OKOHYEHHA CPOKA TONHOCTH (ropeH 10 ...},
HOMED CEPHUM.

Ha «apTouHol mauke yKa3piBalT: TOprosoe
HAaUMEHOBaKHWE npenapata ¥, /EKAPCTBEHHYIO
dopMy,  MeXUIYHapPOAHOE  HENATEHTOBAHHOE
HaHMeHoBaHHe IEHCTBYIOLLETO BEILECTBA,
conepwaHue  ACHCTBYIOLIEro  BEWECCTBA  BO
duakore (160 mr), KomvuecTso QuakoHos B
YOAKOBKE;, €OCTAy Npenapard; KOHLSHTPauHio
npenapara 8 1 ma («] MA BOCCTAHOBNEHHOIO
pacteopa conepxur 20 wmr  TpacTy3ymaba
aMTausnHa»); «Jlna  BHyTpHBeHHRIX HHy3uid
NOCje  BOCCTAHOBJIEHWH M FIOC/IEAylOLEro
pasbassieHns», YCIOBMA XpaHeHHa, YCJIOBHA
OTTIyCKa,  HasBawne  (MpMbl,  SRARHOLIEACH
BrAc/ibLUeM  (aepxkateneMm) perHCTPALHOHHOrO
Y/IOCTOBEPEHNA, CTPaHy, W Ha3BaHHe GUPMBbI-
npowssonutens, crpady, (D.Xopdmann-Jla Pow
Jita., [eefiuapHs), MNOrOTHM H  HalBaHHe
NPeaNpHATHA,  OCYWECTBISIOWEro  YNAKOBKY
npenapara 8 PO (AO «OPTAT»), ero ampec,
TenedoH 1 Ppakc, NOrOTHN W HAIBAHME KOMIAHHH-
aucTpubsiotopa B PO (AO «P-Dapmy), ee anpec,
teneQoH, dakc, norotun Komnadud Roche,
«CTepi1bHON, npeaynpeanTensHhe H
HHPOPMALHOHHBIE HaamnAcH {«Cnoco6
NPHMEHEHNA, 03kl H MEPHI NPENOCTOPOKHOCTH -
CMOTPH  HHCTPYKUMIO 1O  NPHMEHEHHION,
«XpannTL B HEIOCTYNHOM A JeTel mecten, «He
3AMOpaXHBATbY), HOMep CcepHi (HOMEp CepHH
NPOH3BOAKTENA NONOTHAETCA UH(PPOBLIM KOAOM,
NPHCBOEHHLIM YTAKOBLUHKOM), ary

164 Mr/pnaxon

34

Mo 160 wmr Tpactysymaba oSMTamiMHa BO
$naxone GecuseTHoro cTeKna
(rumpomuTieckuit knace | E®), ykynopeHHOM
npobkoft w3 OyTHAKayuyKa, NaMHHKPOBAHHOrO
¢ropnonumepom, 0GKATOM  AMOMHHHEBHIM
KOMMAaykoM M 38KPHITOM  [UTACTMAcCOBOH
KpBILIKOR,

1 ¢uiakoH ¢ IpenapaToM NOMEILEH B KaPTOHHM i
MOMLIOH, KOTOpui BMECTE C HHCTpYKLMeR no
NPUMEHEHHIO NOMEIleH B NAYKY M3 KApTOHA 1S
notpeGHTENLCKON TAPHL.

C uenbio KOHTPOLA NEPBOTO BCKPHTHA HA AAYKY
HakleeHH  CAMOKNCALIMECA  CTHWKEphl ¢

norotanoM AQ «OPTAT».
Ha aTuxeTxe QUIaKOHA C NpPENapaToM YKa3aHO:
TOprosoe HaWMEHOBaHHE npenapara®,

nexapcTeeHHan ¢dopma, MEKAYHAPONHOE
HEMATEHTOBAHHOE HaHMEHOBaHHE
AeHcTBYIOWETO BElLECTBA, cofepkKaHmne
ne#icreyiowero pemecrsa 8o dnaxone (160 mr),

noroTn  xoMnaHWH  (e) «Jlns
BHYTPHMBEHHBIX HHGY3IHH nocie
BOCCT#HOBJIEHHS H noc/eyomero
pasbarneHus», «CTepunsHO», YCNORUS
XpaHeHWd,  NpedynpeaMTe/bHaR  HAAMUCh
(«He 3amopaxupaTh»), NaTa MPOH3IBOACTBY, Aa1a
OKOHHEHWS CPOKA TONHOCTH (romeH o ...),
HOMEP CEpPHH.

Ha «aproHHoR mayke YyKkasaHo: TOprosoe
HEMMCHOBAHUE [Mpenapata °, NeKapCTBEHHAA
dopMa,  MEXIYHAPONHOE  HETlaTeHTOBAHHOE
HaUMEHOBaHHe  JEHCTBYIOLEr0o  BELIECTBA,
cogepwanue AelcTyloulero BemEecTsa  Bo
¢nakone (160 wr), xoauyecTso (nakoHOB B
YMAKOBKE, COCTAB NpErapata; KOHLEHTpaLuA
npenapata B 1 Ma («l M1 BOCCTEHOBNEHHOIO
pactBopa comepakutT 20 Mr TpacTysymala
IMTaH3HHAY); «JLNR BHYTPHBEHHBIX MHOY3HH
roclie  BOCCTAHORNEHHS H  NOCHEeAYIOLIero
pa3baBneHuA», YC/IOBHS XPAHCHMA, YCIOBHS
orfycka, HalgaHWe (HpPMbL  ABJAOWEHCA
BraneislUeM (JIEPKATENeM) PETHCTPALHOHHOIY
YAOCTOBEpEHHS, CTPAHA, W HA3BANWE (HPMBI-
npou3soaurens, crpand, (O.Xopdmaun-Jlx Pouw
Jira., Ilsefiuapua), JOrOTHN W  HalBaHMe
ApeinpuATHA, OCYWCCTBAAKOWEr0 YIaKOBKY
npenapara 8 PO (AO «OPTAT»), ero aapec,
TenegoH M Qakc, JMOrOTHN H  HAIBAHHE
KoMnauuu-aucTpubeiotopa 8 PO (AOQ  «P-
®apm»), ee ampec, Tenedon, ¢akc, AOroTHN
KOMITAHHH Roche, «CTepHARHON,
npemynpenuTenbible W MHPOPMALMOHHbIE
paanucH («Cnoco6 MpUMeHeHHs, N03b H MEphI
NPELOCTOPOKHOCTH = CMOTDH HHCTPYXUHIO T10
npHMeHEeHHIOn, «XPAHHTh B HENOCTYTHOM AR
nete mecre», «He 3aMOpa¥vBarTe»), HOMEp
CepHH (HOMEp CEpHH MPOH3BOAHTENS NOTONHEH
1MGpOBbIM KDJIOM, [IPHCBOEHHBIM
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Hanmenobanne noxasarenefl
KavyecTBa
no HA

TpebBosanna k kauectsy no HJ

PesyabTaThl aHannia

NPOW3IBOACTBA, JATY OKOHYAHHA CPOKA TOLHOCTH
(romeu 10...), IUTPHX-KOA, HOMEp
PETHCTPALHOHHOIO YIOCTOBEPEHHA (AONyCKaeTeA
HAHECEHHE B COOTBETCTBHH € mﬁOBaH!!HMH
AeHCTBYIOUIErO 3AKOHONATENLCTRA), BHYTPCHHHE
3aBOJCKHE KOJhl.

HononHkTenbio  MoxeT OwTh  HaHeceHa
HHPOPMALHA A1 MOHMTOPHHIA  JIBHKEHHS
JIEKapCTBEHHOrO 1penapara oT NPOH3IBOAMTENS [0
KOHEYHOrQ notpebuTens.

YTIAKOBIHKOM); 18TA MPOH3BOACTBA, [aTa
OKOHYAHWA CpOKA roaHocTH (TOXH 20...)
LUITPHX-KOJ, HOMEp PErHCTPALHOHHOTO
YAOCTOBEPEHHA, BHY TPEHHHE 3aBOACKNE KOALI,

JIONONHKTENLHO HAHeceHA HH(pOpMELHA AlN
MOHHMTOPHHIR ABUKCHHA JEeKapCTREHHOMO
npenapara 0T MPOWIBOAMTENA [0 KOHEYHOro
notpeburens.

Yc10BHA XpaneHun

[1pu Temneparype 2-8°C

CoOTBETCTBYET

CpoK roaHoeTH

3 roaa

TCoaex ao; 03.2024

3axaioyenne: [Ipenapar Kagcuna® nnoduansar A1s nparoToBaeEHA KOMNEHTPATA A% NPATOTOBNERNS PACTBOPA
nas wagysnit 160 mr (pnaxon) x1 (navwka kapronnas) cepus B2803/2, ynaxosanasili AQ «OPTAT», Poccus,
cooTsercTByeT Tpebosanuam HI JIT1-002692-091017, u3m. Nel-4,

Haua/ibunk oTe012 KOHTpOIS KavecTBa I'ynosa E.A.

KOMIA BEPHA

A9 41 2o2r H
Lpfcvierafa €4
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AKUWMOHEPHOE OBLUECTBO

ORTAT &)
ORTAT b8

157082, KOCTPOMCKAA OBNACTb,
CYCAHMHCKMA PAMOH,
C.CEBEPHOE,

MKP-H XAPUTOHOBO

Tenedion; (4942) 650-805
Ten/chaxc. (4942) 650-840
E-mail. Pharm@ortat.ru

Www rpharm.com

®O4AIM-CJ1-02000-57-01

PA3PELLIEHUE HA BbIITYCK CEPHH Ne 0309-2021

Toprosoe HanMenoBaHue, ekapcTBeHHas (opwma,
A03HpOoBKA, hopMa BhiMycka

Kancuna® nnodunmsar ans npurorornenus
KOHUEHTpaTa A5 NPHIroTOBNEHUS PACTBOPA 1A
HHpy3nH 160 Mr (dnakon) x 1 (nauxa KapTOHHAas)

CTpaHa

MHH, nau rpynnuposo4noe, man Xumudeckoe Tpacty3yma6 sMTan3nn

Homep cepun B2803/2

Pazmep cepun 2914 ynaxopok

Jlata npon3ssonctea 03.2021

Iogen ao 03.2024

HanmeHosaune nponssoautens, crpasa ®. Xoddpmann-Jla Pow Jta,, lllsefiuapus
Ynakoswrk/Beinyckarowmi KoHTpons kavectsa, AO «OPTAT», Poccus

Howmep 1 zata perucTpaumonHoro ynoctosepesns

JI1-002692 ot 31.10.2014
(nata 3amensl 21.10.2020)

HanmenoBanue Aepxarens PErHCTPAalUHOHHOIO
YAOCTOBEPEHHA, CTpaHa

®. Xopdmann-Jla Pom Jlta., [Isefinapus

Homep HopmaTHBHOI AoKyMeHTaLMK

JII1-002692-091017, nam, Nel-4

Hactosawmum noartsepxaaio, 4ro pauuas cepus

NPOAYKUHH  NpOW3BENCHA W TNpOBEpeHa B

COOTBETCTBHH C TpeGOBAHMAMH DErHCTPALMOHHOTO JOCHe, TpeGosaHuamu [lpukasa MuuucTepcTBa

NPOMBILNEHHOCTH U Toproenk PO ot 14 nions 2013 r. N 916 «O6 yreepxaenun Tpaeun Hagnexaweti
Npon3BoACTBeHHOH npakTHkk» (GMP), nuueH3uelt Ha npoH3BoaCTBO JIEKAPCTBEHHBIX CPEACTB, a Taloke
HHBIMH TPEGOBAHHAMH, YCTAHOB/IEHHBIMH HOPMATHBHLIMH npasosbiMH aktami Poccuiickoii ®enepaun,
riepej ee BbINYCKOM,

3anuck No NpoM3IBOACTBY H KOHTPOMIO KA4YECTBA AAHHOH CEPHH FOTOBO NPOAYKUHH MpPOBEPEHbI H
YCTaHOBNEHO cooTBeTCTBHE TpeGosanuam [TpaBun Hagnexaweli POH3BOACTBEHHOM npaktHkH (GMP).

YnonxomouenHoe nuuo: 3naroycrosckwii I'.HO.

rd
N EQ2Z2277 IRLE TR

noanuch

[Npukas Munsapasa Poccun 06 aTTectaunn YnonHomoueHHo ua Ne 399 or 23.04.2021r,

[KOMHS BEPHA

A9 1 2044 e
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DEAEPAALHAS] CAYXEA 110 HAA30PY

B CREPE ZAPABOCNPAHEHMA

«CBefileHna o0 BBOAE B rpaxAaHCKuii obopoT B Poccuiickon degepauum NeKapCcTBeHHbIX
CpencTs No cocToAHUIO Ha 21.11.2021 17:23»

Opranuzaiua,

160 mr 1 wrr., prasons
(1), naukm xapronuse/ ~

Poccns (Y nakosmmx/dacosumx
(BTOPHYHAR/TPETHYHAS YNaKoBKa))

Haa. Nod
JI-002692-091017

lava snecennn » [ponssogurens Homep Homep, nara
Toprosoe Hopmatusnas BLINYCTHBINAY B *
AHC o - (BRITIyCKaKOmMi Crpana Ceenermm o cragusx npomwseoncrsa » o S cepun, paspemienns
Pocagpasnamopa e KOHTPOTL) - : I m.: napTHH Ha HIIIN
Kaacum®; modumar ®. Xodxjesmn-Jle Pom Jivn., JN-002692-091017; Mo
[isefiuapus (Tlponssogurens (rotosok
JUIS TPHIOTOBNCHMS 5 Nel & JI1-002692-091017;
Axumonephoe JI®)); ©. Xoddmann-Jia Pom Jlra.,
KOHICHTpaTa ans ofmee w s (Vi o A Ham. No2
21.10.2021 npHroTORICHHS o eCThG Poccus w3 O moovR { JIT-002692-091017: Ham, AO "OPTAT" B280372
pacTsopa aas undyuat | LOLIAT (AO oPSII0 Yomcny)) Axmaomeomt | o o STLO03603-00101T-
4 "OPTAT") ofiwecteo "OPTAT" (AO "OPTAT"), = )




