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DO4AIM-C1-02000-57-01

PA3IPELLIEHHUE HA BBIITYCK CEPUU Ne 0381-2021

Toprosoe HaumeHoBaHue, NexapcTBeHHas opma,
Ao3upoBka, Gopma Bbimycka

Kazcina® nuodunamsar ans npurotosnenns
KOHLEHTpATa 1A MPHIOTORNCHHS PACTBOPA 1A
HHGy3uit 100 mr (bnaxon) x 1 (nauka KApTOHHaA)

MHH, unu rpynnuposouHoe, unn xumueckoe Tpactysyma6 amMrTan3us
Homep cepun B3012/1

Paamep cepuu 4915 ynaxosok
Jlata npoussoactea 11.2020

Topex po 11.2023

Haumenosatnue MPpOH3BOAHTENR, CTpaHa

®.Xobpmanu-JIs Pom Jitz., Hlpeitnapus

Ynaxkoswuk/Boinyckarowuuit KOHTPO/Tb Ka4eCTBa,
aHa

AO «OPTAT», Poccus

Homep 1 nara peructpaumonnoro YAOCTOBEPEHHR

JI1-002692 ot 31.10.2014
(nata samensI 21.10.2020)

Haumeroanue nepxatens perucrpaunontoro
JOCTOBEPEHHA, CTPaHa

. Xopdmann-Jlsx Pom Jitx., [IBeituapus

Homep HopmaTuBHO# noxymeHTaumny

JI[1-002692-091017, u3m. Nel-5.

Hactoswum noarsepxnato, yto nanuas cepus
COOTBETCTBUH C TPeGOBAHMAMM PErMCTPALMOHHOTO AOCHE,

MPOAYKUHH  MpOM3BENiEHA W NpoBepeHa B
TpeGoBanuamu [lpukasa Munucreperea

MPOMBILLIEHHOCTH W Toprosnk PD ot 14 wiona 2013 r. N 916 «O6 yreepxkaenuu Ilpasun Hagnexaweii
TNpOH3BOACTBEHHOH npakTHkH» (GMP), nuueHsueit Ha NPOH3BOACTBO JIEKAPCTBEHHBIX CPEACTB, a TaKOKe
HHBIMH TPeGOBAHMAMH, YCTAHOBNEHHBIMH HOPMaTHBHLIMH NpaBoBbLIMM akTamu Poccuiickoii Menepaunu,

nepes ee BbITYCKOM.

3anucu no npoussoacTey u KOHTPOILIO KauecTsa NaHHOH CepuH roToBOH NPOAYKUHH NpoBepeHbl H
YCTaHOBNEHO coOTBETCTRHE TpeGosanuam [TpaBun Hagnexaweii NpOH3IBOACTBEHHOMH NpakTHkH (GMP).

YnonHomoueHHOe nHLO: 3naroycrosckuii IO, _4% ('C"L—LM 10.12.2021 r.,

no,

IMpukas Munsapasa Poccus o6 aTrecTauMu Ynonsomouenxoro nuua Ne 399 or 23.04.2021 r.
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®O2CON-KO-07000-39-06
AO «OPTAT»
OT/1e/ KOHTPOJIS KaYecTBa

JIMUEH3HA HA OCYLLECTRAEHHUE NPONIBOACTBA NEKAPCTBEHHMX cpencTd Ne 00058-J1C ot 03.11.2020
157092, Koctpomcxkas o6n., Cycannnckuit pafon, ¢. CesepHoe, MKp-H. XapHToHOBO, Ten.(4942) 650-806

[Macnopr Neld or 10.12.2021

Kagcuna® nnoduiausar 4ns NpUroToBieHHs KOHUEHTpaTa
AJIsl IPHTOTOBJeHHS pacTBopa aas HHPy3ui 100 mr (paakon) X1 (nayuxka kaproHHas)

Ynakosano: AQ «OPTAT», Poccns Homep cepun: B3012/1 Hara ynakosku: 28.10.2021
Konuuecrso ynakopok: 4915 Jara npoussoacrea; 11,2020  ['open no: 11,2023
[lpouseeaeno: @, Xoppmanu-Jia Pow Jita., Lliseiinapus Cepusa npoussoautens: B3012

HJ1 JIT1-002692-091017, wam. Nel-§
Perucrpaimonnoe yaocrosepenne JIIT-002692 or 31.10.2014 (naTa 3amenn: 21.10.2020)

Haumenosanne
nokalatenefl kauecrsa TpeGosanus K wauectsy no HI PelyabTaThl ananuia
no HJI
Onucanne lNopucras wmacca, ynnothennas B Tabnetky, | [lopuctan macca, ynioTheHsas B Tabnerky,
HHOrma B BHAE oOTAeNbHBIX yvacted TabneTkH, | Genoro usera.
Genioro Wiy noutH Genoro LBeTa.
BoccTanosnenuuiif pactsop — npospaunbii Wi | Boccmanosrennwii  pacmsop  ~  caerka
cnerka onanecuupyiownt, OecuseTHbill WM ¢ | onanecuupylouimnit, GecuseTHri pacTsop.
KOPHYHEBATHIM OTTEHKOM PacTBOp
MoanaunHocTs MoanuuHocTh n0MKHA GLITH MOATBEPKIEHA CoorsercTayer
Bpems pacTeopenus [lpenapar AomkeH MOJHOCTBIO PACTBOPHTLCA B 2 MUHYTHI
BOJE AR MHBbEKUKH B Teuenue He Gonee 10 MuH.
Mpo3paunocrs pacteopa | He Gonee sranoua 11, Menee atanoua 11
Ligernocts pacTeopa | He Gonee okpawen, yem stanon B Menee sranona Bs
pH pacTeopa 4,7-5,3 5,0
Mexanuyeckue
BKJIIOYEHHSA
~ GUOUMBIC Yacmulbl [Ipenapat aomKeH cOOTBETCTEOBATL TPEGOBAHHAM Coorserctayer
~ HeBUOUMBIE HacCmuybl Yactuu > 10 mkm He Gonee 6000/dnakon; 324 vactHusi/dnakoH
Yactuu > 25 mxm e Gonee 600/dnaxon. 5 yactuw/pnakou
Coaepxanne Boabl He Gonee 4,0 % L1 %
OcMOIRABHOCTD 157 - 261 mOcm/xr 209 MOcMm/Kr
Yucrora
1.3kcnio3uonHas B3MCX OcHOBHOH NHK — He Menee 96,0 %:; 98,2%
Cymma HMWS nnkos — He Gosee 4,0 % 1,8 %
2. ObpawenHo-pazosan | OtHowenne moned cBOGOIHBIX MEHTAHIMHOMAOB 0,8%
B3XX K Cymme monel Bcex melitanauHonnos: ne Gonee
5,0 % (npu Brinycke); He Gonee 6,0 % (B TeucHue
CpPOKa roAHOCTH).
CrepunsHocTn [penapat sonmxken GbITh CTEPHILHBIM CrepunbHbil
BakTepnanslibie He 6onee 9,0 E3/mn Mewee 9,0 E3/Mn
JHAOTOKCHHbI
Cneunduueckan 0,80 -1,20 x10* EZl/mr (0,8-1,2E4 EJl/mr) 1,03 x 10* EIl/mr
AKTHBHOCTE
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HaumenoBanune
fnokasarteneii Kavecrsa
no HA

TpeGobanus k kavecrsy no HJ

Pelyastate ananamsa

Bbeaok
DAR (monspuoe
COOTHOILEHHE
DM 1/rpacrysyma6)
¥naxkoska

Mapxuposka

95 - 117 mr/dnaxon
3,2-3.8

Mo 100 mr TpacTysymaba aMTan3uHa Bo (akoH
BecusetHoro crekna (ruaponuThyeckud knace |
E®), ykynopeunsit npo6ko#t ms Gyrwnkayuyka,
NaMHHUpoBaHHoro ¢ropnonumepom, o6xaTwill
ANIOMHHHEBBIM KOJINaukom H  3aKpbiTblH
MNacTMaccoBoR KpbilKoil,

1 ¢nakon ¢ npenapaToM nomewalOT B
MACTHKOBbIA HAH KAPTOHHBI NOANOH, KOTOPBIt
BMECTE C  HHCTPYKUMEH N0  NpHMEHEHHIO
NOMEWAT B MaYky W3  KapToHa  JUIA
noTpeGHTeNLCKOM TAPLI MOArPYNN XPOM-3p3all no
'OCT 7933-89 unu umnopTHoro

C UenLi0 KOHTPONS MEPBOro BCKPLITHE Ha NAYKY
HAKNEHBAIOT  CAMOKNEAIUMECHE  CTHKEPH  C
norotunom AO «OPTAT».

Ha JTukeTke QnakoHa ¢ npenapatoM yKasaHo:
TOProsBoe  HauMeHoBaWWe  npenapata  ®,
JIEKapPCTBEHHYIO (hopmy, MEeXIYHAPOAHOe
HenaTeHTOBAHHOE HaWMEHOBAHWE AEHCTBYIOLIErD
BELLECTBA, CoAepKaHHe ACHCTBYIOLIEro BEl

80 (uraxoHe (100 mr), TOroTHN KOMNAHKK @B,
«Jns BHYTPHBEHHLIX

nH Y3 nocne BOCCTAHOBJICHUSA H
nocneayiouiero  pasbamnexus», «CTepunbHO»,
YCJIOBHA XPaHEHHS, NPEAYNPEANTENLHYIO HAANKUCE
(«He 3amopaxwupaTb»), 1aTy NpPOHW3BOACTBA, NATY
OKOHYAHHA CPOKAa rOAHOCTH (romen 1o ...),
HOMEP CEpPHH.

Ha kaproHHo#f mnauxke yKka3wblBaOT: TOproBoe
HAUMCHOBAHWE npenapara ¥, JEKAPCTBEHHYIO
(opMy,  MEKAYHApPOAHOE  HENATEHTOBAHHOE
HAWMEHOBAHHE AelicTeytowero BelLLECTRa,
cozepxcaHue  AeHCTBYIOWEro  BEllecTBa  BO
tnakore (100 wmr), xonuuecrso ¢nakoHos B
yNakoBKe; COCTAB Mpenapata; KOHUEHTPALHIO
npenapata B | ma («l M1 BOCCTAHOBIEHHOrO
pacteopa comepxuT 20 wMr TpacTysymaGa
oMran3unan); «Jna  BHyTpUBeHHBIX  HHGYy3IH#
rnocne  BOCCTAHOBNEHHA H  MOC/AELYIOLIETO
paibaBneHus», yCNOBHA XPaHEHHA, YCNOBHA
oTnycka, HalBaHue  (HpMBI,  ABARIOLIEHCSH
BlajensueM (aepxareseM) perHcTPauHOHHOro
YIOCTOBEPEHHSA, CTpaHy, W HaiBaHHE QHUpPMbI-
npouzeoanTens, crpany, (©.Xopdmanu-Jia Pow
JIta.,, Ulsefiuapus), noroTHn H  HalBaHWe
NPEANpHATHA,  OCYLIECTBAAIOWIEN0  YNAKOBKY
npenapata B8 PO (AO «OPTAT»), ero anpec,
Tenedon U dake, TOroTUN H HAIBAHWE KOMMAHHH-
auctpubbloTopa B PO (AO «P-Dapm»), ee aapec,
tenedon, ¢axc, sorotn xomnaHud Roche,
«CTepHaLHON, npeaynpeanTe/nbHbie H
uHQopMaLHOHHbIE HAAMHCH («Cnocob
NPHMEHEHHA, NO3bI H MEPbl MPEAOCTOPOKHOCTH -
CMOTPH  HHCTPYKLUMIO MO MPHMEHEHHION,
«XpaHHTL B HEAOCTYNHOM Ans neteif mecren, «He
3aMOpaXKHBATLY), HOMEP CEpHH (HOMEP CEpHH
MPOH3BOAKTENA AONONHAETCA LH(DPOBLIM KOAOM,
NPHCBOEHHBIM YNaKOBLUHKOM); nary

NPOH3BOACTBA, NATY OKOHHAHHA CpOKA roaHOCTH

103 mr/dnakou
34

llo 100 mr Tpacrysymaba smrtamina Bo
tnaxone GecuseTHoro cTekna
(ruaponuTuueckuit Kniacc | Ed),
ykynopesHom npobxoit w3 Gyrunxayuyka,
NaMHHHPOBAHHOTO ToprnoNnMepoM, obxaTom
ATIOMHHHEBBIM Kona4ykom H 3aKpbITOM
MNacTMaccoBol KpbiluKoH.

| ¢nakow ¢ npenapatoM nomeweH B
KADTOHHLIA MNOAZOH, KOTOpbLIA BMecTe
HHCTpYKUHEH MO NpHUMEHEHHI0 rfoMeLieH B
natky M3 KapToHa AN noTpebuTensckoi Tapel,
C ueneio KOHTPOIA NEPBOro BCKPLITHA Ha
NauKy HAKNEeHb! CAMOKNEAUIMECH CTHKEPL! ¢
norotunoM AQ «OPTAT».

Ha sTukeTke (nakoHa ¢ npenapaToM ykasao:

TOProBO€  HaMMEHOBauue npenapata *,
nekapcTeHHas  dopma,  MexayHaponHoe
HenaTeHTOBaHHOE HauMEHOBaHNHe
DeliCTBYIOWIEr0  BELIECTBA,  COAEpHaHWe
neficTeylowero  Beuiectsa BO  (nakoue

(100 mr), NOTOTHN KOMMaHHH

«[lna BHyTpHBeHHBIX HHY3HH nocne
BOCCTEHOBJIEHHA H NoCNeaYIoEro
palbabneHus», «CrepuiibHO», YCNOBHA
XpaHeHHs,  NpeaynpeaHTeNbHAs  HAANHChH
(«He 3amopaxcBaTh»), naTa NPOH3IBOACTEA,
JaTa OKOHYAaHWA CpoOKa ToaHOCTH (roaeH
A0 ...), HOMEp CepHH.
Ha xaproHHOH nayke yxasaHel: TOprosoe
HauMeHoBaHKWe npenapara ¥, nexapcroexHas
tdopMa, MEKIYHAPOAHOE HENATeHTOBAHHOE
HAMMEHOBAHHE  AeHCTBYIOWIEr0  BELIECTBA,
colepxanne neficTBytowero BewecTsa BO
¢nakone (100 wmr), xonuuectso QnakoHos B
YNakoBKe; COCTAB MPENapaTa; KOHUEHTPaUHs
npenapata B | Ma («1 mn BoccTaHoBAEHHOrO
pactsopa comepxut 20 Mr TpacTysymaba
aMTaHznnan); «Jina BHyTpHBenHbIX HudyIuit
nocne BOCCTEHOBJAEHHA H NOCNEAYIOWIETO
pa3basnieHHa», YCIOBHA XPAHEHHUA, YCIOBHA
oTrycka, Ha3saHue (HPMbLI, SRNMIOWEHCH
BrajenbLUemM (AepxaTeneM) perucTpaLuHOHHOro
YAOCTOBEPEHHS, CTPaHA, M HaiBaHWe (upMbi-
npoussoautens, ctpana, (D.Xoddmann-Jia
Pouw Jitn,, LBseituapus), noroTHn U HalsaHHe
NPeanpHATHA, OCYUIECTBARIOUWIEIO YNAKOBKY
npenapara 8 PO (AO «OPTAT»), ero anpec,
tenedoH W akc, MOrOTHM W Ha3BaHHe
KOMNaHHU-aucTpiGbioTopa B PO (AO «P-
Qapm»), ee aapec, tenedoH, pakc, AOTOTHN
KOMIaHHH Roche, «CTepuasHon,
NpenynpeiuTeNbHbie W MHOOPMaUHOHHbIE
HaanucH («Cnocob npumeHeHUs, 103k H MEPbI
NPefOCTOPOKHOCTH - CMOTPH HHCTPYKUHIO N0
NpUMEHEHHION, «XPaHUTE B HENOCTYNHOM IS
neredi mecten, «He lamopaxusarby»), HOMep
CepHH  (HOMEpP  CepHH  NpOM3BOAMTENA
NOMONHEH LHPOBbIM KOJOM, NPHCBOECHHbLIM

YNAKOBLUMKOM); NATA NpPOW3BOACTEA, JaTa
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Hanmenosanne
nokazatenell Kauecrsa
no HI

TpeGoBanus K Kavecry no HJ

Pe3y ibTaThl aHaau3a

(ronen no...), WITPHX-KOA, HOMeEp
PEruCTPALIMONHOTO YNOCTOBEPEHHA, BHYTPEHHME
3aBOACKHE KOAbI.

JlononxuTensHo  MOXeT  ObiTb  HaHeceHa
HHl'l)OpNﬂllHﬂ ans MOHHTOPHHI’B OBHIKEHHA
JIEKapCTBEHHOrO MpenapaTa oT MPOH3BOAWTENA 10
KOHevHoro notpeburens.

OKOHYAHHA CPOKA rOAHOCTH (rojeH no...),
LWITPHX-KON, HOMep PerncTpauHoOHHOro
YAOCTOBEPEHHA, BHYTPEHHHE 38BOACKHE KOAbI.
JlononHUTENbHO HaHeccHa HHQOpMaLHa AR
MOHHTOpHHIa ABHXKEHHA NeKapCTBEHHOro
npenapara OT MPOWIBOAKTENA 1O KOHEYHOrO

norpeburens.

Yenosua xpanennn

[Mpu Temneparype 2-8°C

CootrsercTayer

CpoK roAHocTH

3 rona

Tonen no: 11.2023

3axsuouenne: Tllpenapar

Kaacnaa® AHOQHAM3AT AN NPHTOTOB/EHHA KOHUEHTPATR Ui NPHIOTOBJEHHS

pactBopa ans uudysuii 100 mr (paaxon) X1 (nauxka xaprounas) cepus B3012/1, ynaxosaunnii AO «OPTAT»,
Poccun, coorsercTayer TpeGopanuam HJI JII1-002692-091017, uam. Nel-S5,

HauaabHuK 0TAe1a KONTPO/IS KAYECTBA I'yposa E.A. J 1O, 7K. L0y

Crpannua 3 13 3
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DEAEPAABHAS CAYXEA O HAA30PY

B CEPE 2APABOUXPAHEHMA

«CBefieHna 0 BBOAe B rpaxaaHCcKuil 050poT B POCCUIICKON denepauun NeKapCTBEHHbIX
CpeacTB NO COCTOAHMIO Ha 13.12.2021 17:56»

Opraumsanns,

Jlara snecenns B Iponssoanrens Homep Homep, nara
AHC .ﬂ.“.o-wa - (Bbinycxawnmi Crpana CeejieHnsi 0 CTARHAX NPOH3BOCTBA -._o_-”_..“-.-.a " BLINYETHY * cepHu, paspeniesHn
Pocinpasnamsopa KOHTPONB) oo - i NAPTHH na HJINI
obopor
Kancwna®; nwodwmear e o R vok Emu___. (roroson | “IM-002692-091017; Hw. Nl
AR TPUIOTOBAEHHA " 3 P ¥ i k JIM-002692-091017; Ham.
KIHMOHEpHOE Jd)); @. Xoddmann-JIa Pom Jita.. o
KOHI[eHTpara st s Misestnapsia (Ynax AR 6 Ne2 x JIM-002692-091017;
10.12.2021 NPHNOTORNEHHA "OPTAT" (AO Poccus 3 2 Ham. Ne3 k AO "OPTAT" B3012/1
NEPBHURYI0 YIIAKOBKY)), AKIHOHCPHOE .
pacTBOpa Jns MHdy Il % ¥ 5 e JIM-002692-091017; H3m. Ned
OPTAT") 0bmecTeo "OPTAT" (AO "OPTAT™"), =002
HRGE s, ki Poccus (Y nakosumk/pacosmpak K SYSSARIOLY,
(1), navyku kapToHHNe/ ~ ( T ynaxosxa)) Ne5 k JIT1-002692-091017




