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PA3PELLIEHME HA BbIMTYCK CEPHH Ne 0282-2021

ToproBoe HAUMEHOBAHHE, JIEKAPCTBEHHAA bopma,
103MpoBKa, HOpMa BbiMyCKa

—y
Kancuna® nuodunuiat s NPHIOTOBICHHA
KOHUEHTpaTa A I'IpHI‘OTOKﬂeHHﬂ pacmopa AN
undy3uii 100 mr (dnakon) x 1 (nauka KapTOHHas)

MHH, uau rpynnupoBOUYHOE, HIH XHMHYECKOE Tpacty3ymal 3MTaH3HH
Homep cepuu B3009/1

Pasmep cepuH 7914 ynakoBOK
Jlata npoM3BOACTBA 10.2020

lonex 10 10.2023

HaumeHoBaHUe NPOUIBOAWTENS, CTPaHA

® Xoddmann-Jls Pom Jita., Hiseiuapns

VnakoBLiHK/Boinyckaouuii KOHTPOIb KauecTsa,
cTpaHa

AO «OPTAT», Poccus

Homep M 1aTa perHCTPaLMOHHOTO YA0CTOBEPEHHA

JIT1-002692 ot 31.10.2014
(naTa 3aMeHbl 21. 10.2020)

HauMeHOBaHHE AepHaTens PerHcTPaLHOHHOr0
YOCTOBEPEHHS, CTpaHa

®. Xopdmann-Jls Pour JIz, 1lIsefinapus

Homep HOpMATHBHO#H JOKYMEHTALIHH

—

JII1-002692-091017, u3m. Nel-4

HacToslwMM MOATBEPIKAAKD, 4TO JaHHas CepHs

NpOAYKUMH  NpOM3BEJieHa W mposepena B

COOTBETCTBUH ¢ TpeBOBAHMAMM PErHCTPALUMOHHOrO JOCHE, Tpebosanusamu [lpukasa MuHucTepcTBa

NPOMBILIEHHOCTH W TOPrOBIH P® ot 14 uions 2
MPOM3BOACTBEHHON NPaKTHKHY (GMP), nuueH3He

013 r. N 916 «O6 yreepxaeuu [Tpasun Haanexaed
/i Ha NPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTR, 8 TAKKE

HHBIMH TpeOOBAHUAMH, YCTAHOBICHHBIMU HOPMATHBHBIMH NPABOBLIMH AKTAMH Poccuiickoft dDesiepaLiui,

nepel ec BbIMYCKOM.

3anucK NO MPOM3BOACTBY M KOHTPOIIO Ka4ecTsa NaHHOM CEpUM FOTOBOH NPOAYKUHK MPOBEPEHLI H
YCTAHOBNEHO COOTBETCTBHE tpebosanuam [lpasun Haanexalei MpOH3BOACTBEHHOMH NMPaKTHKH (GMP).

VronHomouensoe nuio: 3naroycrosckuit 10,

J(_ ¢ CLLCE 27.09.2021 1.

noanucy’

IMpuka3 Munsnpasa Poccin 06 atrectauy Y MONHOMOUEHHOrO JiHLA Ne 399 ot 23.04.2021 r.

ans
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®02COI1-K(-07000-39-06

'KOMAA BEPHA R

19 09 LA Caenf= Ores KOHTPOJIS KaYecTBa
@,LMWMA,L&M_ (ed;
JTMEH3MS HA OCYLUCCTRICHHE NPOM3BOACTER JEKAPCTBEHHKX CPEACTB Ne 00058-JIC or 03.11.2020
157092, KoctpoMckas obn., CycannHCKui paion, C. CepepHoe, Mkp-H. XapUTOHOBO, Ten.(4942) 650-806

Macnopt Nel2 ot 24.09.2021

Kaachia® 1HOQHIH3AT QIS NPHrOTOB/ICHHS KOHIeHTpaTa
A9 IPHTOTOBJIEHHS pacTBOpa st ungysnii 100 mr (pnaxon) X1 (nauka KAPTOBHAS)

Vrakosato: AQ «OPTAT», Poccus Howmep cepyu: B3009/1 Jlata ynakoBKH: 26.08.2021
KonuuecTso ynakosok: 7914 Jlara npowssoscTsa: 10.2020 Topew no: 10.2023
[TpounzseneHo: D. Xopdmaun-Jla Pom JITa., IiBeduapus Cepws POH3BONTHTEIIA: B3009

H{ JII-002692-091017, H3m. Nel-4
PerucTpauMoHHOE YAOCTOBEPEHHE JII-002692 or 31.10.2014 (naTa 3ameHsl 21.10.2020)

HaumecHoBaHHe ;T
nokazaTenei Ka4ecTsa Tpefopauus K KauecTsy no BHA PesyanTaThl AHAIN3A
no HI _
Onucanne Tlopucras Macca, YMUIOTHeHHA: B Tabnerky, | [lopucTas Macca, YNJOTHEHHaA B rabnerky,

4HOTZA B BHOE OTHENbHHX HacTed tabnerxy, | 6enoro MBETR.
Gesoro ik nouTH Genoro useTa.
BoccTaHOBNEHHBE pacTBOp — npo3Ipadibiil KK Boccmanogiennwiii  pacmeop = CIETxa
cerka  OnanecLUMpyrouH, OecuseTHRIH HIH C onanecwipyiowmi, GecuseTHuIH pacTsop.

KOpUUHEBATHIM OTTEHKOM PacTBOP

MoaAHHHOCTE TTOMTHHHOCTE CYMTAETCH NONTBEPAKNEHHOM, ecnH
AKTHBHOCTh HCObITyeMoro ofpasua HaxonuTes B 1,00 x 104 EJYmr
npeaeaax ot 0,50 70 1,50 x10¢ EIV/mr
Bpems pacTBOpPeHHH lpenapat AOMKEH TOLHOCTHIO PAacTBOPHTHCA B | MHHYTa
BOJE UL HHBEKLUHH B TEUCHHE HE Gonee 10 MuH.
[po3pa4HOCTb PACTBOPA BoccTaHoneHHbH  pacTsop  AOJDKEH OnTh Menee sranoua [11

MPO3PEYHBIM 10 CPABHEHHIO © BOAOK WU CTETICHE
er0 ONANECLEHIIEH HE JOMKHA NPEBBIIATE ITA/I0H
cpastennus 111

(ne Gonee 18 FTU)

[{seTHOCTL pacTBOpa BoccTaHOBNEHHBH  pacTsop  AOMKCH ObiTh Metiee stanona Be
GeclBeTHBIM N0 CpaBHeHuio C BogoH MM
UHTCHCHBHOCTb IO  OKaCKH  HC  JIOMKHA
NpeBbILIATH ITANOH CPAaBHEHHA Be

pH pacrsopa Ot14,71035.3 50
MexaHHYCCKHE
BKJIOUYEHHA
— Buduvsie mexanuvecxue | Tlpenapat L0NKEH COOTBETCTBOBATH TPEGOBANHAM CooTBeTcTBYET
BRAKYEHURA ED win '@ XTI
— Heeudumsle yacmuyul Cpe/iHee YHCIO YACTHI PA3MEPOM > 10 MxM He 69 yacTuw/GAaKkoH
Gonee 6000/duakoH
Cpensee YHCIO HACTHIL PASMEPOM > 25 MKM HE 9 yacTRI/(NaKoH
Gonee 600/quakoH
Bona He Goxnee 4,0 % 1,1 %
OcMONANLHOCTE Or 157 no 261 mOcM/kr 209 MOcM/Kr
Yucrora
1.9xcmo3vonnas BIXX OcosHOM N — He Menee 96,0 %, 98.2 %
HMWS nuin — He Gonee 4,0 % 1.8 %
2. OpawmenHo-asosas Ornowenne moneli cBoGONHAIX MeRTAH3HHOUAOR 1.0 %
B3XX k cymme momel BCex MelTaHIMHOHIOB [OJUKHO

GutTs He Gonee 6,0 %o

Crepni1sHOCTD [penapar BoKeR ObiTh CTEPHILHLIM CrepuibHbiH
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Haumenosanue
noKalaresieil Ka4ecTsa

TpeGoanus k wauecrsy no HI

PesynbTaThl aHanu3a

no HA
BakrepHlibHbIE He Gonee 9,0 ED/mn Menee 9,0 ES/mn
IMAOTOKHHABI
AHOMAHARA Tpenapar ZOMKeH GbiTh HETOKCHIHBIM [IpenapaT HETOKCHUEH
TOKCHYHCTE
CreuMdpuieckas Ot 0,80 no 1,20 x10* Efmr 1.00 x 10* EIY/mr
AKTHBHICTH
Beaox Or 95 no 117 mr/guakoH 108 mr/duiaKoH
DAR (MoapHoe 07321038 3,5
COOTHOLIEHHE
DM1/rpactysyma0)
Y nakoska [To 100 mr TpacTysymaba IMTAH3IHHA BO duiaxon | Mo 100 mr TpacTysyMaba OMTAHIAHA BO
GeclBeTHOTO CTekna (FAIPONHTHYECKMA Knacc 1 | dnaxone GecuseTHOrO cTexsa
E®), ykynopensit npofkoft i3 Gyrwikaydyka, (ruapOsNATHYECKHH KITace 1 ED),
AaMHHUPOBAHHOro  QTOPMOIMMCPOM, ofwatsiit | ykynopenHoM rnpoGkolt 13 GyTAnKaydyKa,
ATIOMHHHEBLM  KONTAuKOM W 3aKphiThill | NAMHRHPOBAHHOTO ¢TopnoauMepoM, 00KaTOM
riacTMaccoBOH KpbILIKOH, ATIOMHHHEBLIM  KONNAYKOM W 32KPHITOM
TUIACTMACCOBOH KPhILUKOH,
1 ¢nakow ¢ TNpenapaToM  MOMEW@T B ] ¢nakon ¢ TpenapaToM fOMEICH B
IUTACTHKOBBIA WM KAPTORHLIA NOIOH, KOTOpbIH KapTOHHLIH  MOMNOH, KOTOpsi BMecTe ©
BMECTE C HHCTPYKUMER TNO  NPHMEHEHHIO HHCTPYKUMEH 1O NPHMEHCHHIO (OMEUICH B
OMemaioT B NAYKy W3 KapToHa  Juid | M@YKy H3 KapTORA L% noTpebHTesCKoH Tapbl.
norpeGuTensCKo Taph. C LeNBI0 KOHTPOIIA [EPBOro BCKPLITHA Ha
C uenbl0 KOHTPONA MEPBOTO BCKPHITHA HAa NAUKy | NA4Ky HAKICCHM camokesMecs CTHKepbt ¢
HARIGHBAIOT  CAMOKJIERIUINECA  CTHKEpW ¢ | NOMOTHTIOM AO «OPTAT».
norotunioM AO «OPTATY.
MapkHpoBKa Ha aTHKeTke (riakoHa C MpenapaToM yKalaHo: Ha s1ikerxe (raKoHa ¢ npenapartoM ykalaHo!
TOProBOE  HAHMEHOBaHWe  Mpenapard % |Toprosoe  HAHMEHOBAHWE  MpenapaTa .
JIEKAPCTBEHHYIO dopmy, MEXTYHAPOAHOE | IEKApCTBEHHAN dopMa,  MEKIYHapOAHOE
HellATeHTOBAHHOE HAWMEHOBAHHE neﬂmywmero HENATEHTOBAHHOC HaMMEHOBAHHE
BElLECTBE, COMEpKanue NeACTBYIOMEro BENIECTBA jeficTByiOllero  BEUIECTB,  CONEpPXKAHHC
8o ¢naxoHe (100 Mr), NOroTHII KOMIAHKK . AeficTBYIOWETO  BElleCTRA  BO duiakoxe

« LN BHYTPUBEHHBIX

nndyni nocne BOCCTRHOBNEHHA "
nocnemylomero  pasGanneHusy, «CrepunbHOY,
YCNOBHA XPAHEHH, NPEyTPeAHTENbHYIO HALMNKCH
(«He 3aMOpamHBaTe»), AATy NMPOM3BOIACTBA, AaTy
OKOHYAHHA CPOK4 FOHOCTH (rogeH 1o ...),
HOMEp CEPHHU.

Ha xapronHo# mauke yKalbIBAIOT: TOprosoe
H@MMEHOBAHWE Tpenapata Y, JIEKAPCTBEHHYIO
(GOpMy,  MEXIYHApOAHOE  HENATCHTOBAHHOE
HAHMEHOBAHHE AelicTBYIOLEro BELIECTBA,
cofepkanWe  NCHCTBYIOWIEro  BELIECTBA  BO
dnakone (100 wMr), xonMuecTso duiakoHOB B
yraxosKe; COCTaB Mpernapara, KOHUSHTPALMIO
npenapata B | ma («l Mn BOCCTAHOBJIEHHOIO
pactsopa comepkutr 20 Mr TpacTy3ymaba
amTan3nHan); 1A BHYTPHBEHHBIX HHGY3Wi
nocnec BOCCTAHOBJIEHHA " [ocneayruiero
pai0aB/ieHHs», YCNOBHA XDAHCHHS, YCTOBHA
oTmycka, Hasawue  (upmsl,  sBiRiOmeics
BnajensueM (mepxarenes) perucTpaliHOHHOIO
YIOCTOBEPEHHS, CTPaHy, ¥ HAaIBaHHe hupMbI-
NPOH3BONHTEIA, CTPAHY, (®. Xoddmann-Jls Pom
Jlta., lllpe#uapus), noroTWn W HAIBAHWE
MPEANPHATHA,  OCYWIECTRIAIOMEr0  YNAKOBKY
npemapata B P® (AO «OPTATY»), ero aipec,
teneon ¥ akc, TOTOTHN H HAIBAHHE KOMITAHHH-
aucTpubsioTopa B PO (AO «P-Qapmy), ce aapec,

Tenedon, (akc, mororun komnawuu Roche,
«CTepuibHOY, npemynpeanTelbHbie H
HH(QOPMaUHOHHEIE HALNUCH («Cnocob

TIPUMEHEHHA, [03W H MEphl NPESAOCTOPOXKHOCTH -

(1 r), JOTOTHII KOMTTAHHH
«[lnf BHYTPHBEHHBIX WHOY3ud nocne

BOCCTAHOBJIEHUS H nocsieny:olero
pasGasnenns»,  «CTEPHIBHOY,  YCHOBHA
XpEHEHWs,  NpedyNpefHTe/bHan  HAANNCH

(«He 3amopakWBaTLy), NaTa MNPOHIBOACTBA,
JaTa OKOHYAHHS CPOKA TOJHOCTH (roleH
710 ...), HOMEP CEDHH.

Ha xaproHHOH nayke yKa3aHO: TOpromoe
HaMMeHoBaHWe mpenapata ¥, JICKApCTBEHHAA
(popMa, MEXAYHAPOAHOE HEMATEHTOBAHHOE
HaMMEHOBaHHC  NeHCTByOWero  BELICCTRA,
conmepkanhe JelicTByromlero BELUCCTBA  BO
¢nakone (100 mr), KoIAHECTBO $naKoHOB B
YTNiaKOBKE, COCTaB npenma'ra: KOHLEeHTpaLHs
npenapara B | ma («1 MJ BOCCTBHOB/IGHHOIO
pacteopa conepkur 20 Mr rpactyiymaba
JMTan3uHar); «Jlna BHYTpHBEHHBIX HH(Y3nH
nocse BOCCTAHORJIEHHA M MOCjenyloulero
pasGaBieHua», YCNOBWA XPaHCHHSA, YCHOBHS
oTnycka, HasBAHWE OHMPMLI, ABAIOUIEHCK
BIAC/bLEM (ACpPHKATeNeM) PEruCTpallMOHHOro
yIOCTOBEPEHHA, CTPaHA, W Ha3BaHWE GupMel-
NPOH3BOMIHTENA, CTPAHA, (®.Xodpdmann-Jla
Pouws Jlta., 1lsefiuapus), NOrOTHN W HalBaHHEe
MpeANPHATHH, OCYUIECTBIAIOWETO YIAKOBKY
npenapata 8 PO (AO «OPTAT»), ero azpec,
TenepoR W (akc, JOTOTHN W  HE3BAHHE
KOMNanAK-nHcTpHOsioTOpa B PO (AO «P-
®apm»), ec ampec, TenedoH, dakc, JOroTHN
KOMIAaHUH Roche, «CrepunnHON,
npeynpeanTeNsbHBe W uHOOPMAUHOHHbIE
uaamuck («Crmocob npUMeHeHHR, T03bI H Mepbl
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HanmenoBanne
noxkalareiedl xagecrna

no HJ

TpeGopanns k kavecTBy nmo HJ

PesyjsTaTel aHanuia

CMOTDH  WHCTPYKLMIO 1O NPHMEHEHUION,
«XpaHHTB B HEIOCTYNHOM Jiid aeTelt Mecten, «He
IAMOPAKHBATLY), HOMEP CepHH (HOMEp cepHu
MPOM3BOAMTENS JONQIHAETCA LHOPOBLIM KOAOM,
TIPHCBOEHHBIM YHEKOBUIHKOM); nary
NMPOW3IBONICTEA, AATY OKOHYaHHA CpOKa TOJHOCTH
(roneu Ho...), IITPHX-KOA, HOMep
PECHCTPALIHOHHOTO YZOCTOBCPCHHSA, BHYTPEHHHE
3aBOJACKHE KO

HononuutensHo  moxker  OwlTh  HAHeceHa
HHGOPMAUMA V14  MOHHMTOPHHIA  JBIDKEHWS
NIeKapCTBEHHOTO Tpernapara oT NPOH3BOAHTENA 10
KOHEYHOTO NOTpedHTE 1.

MPENOCTOPOXHOCTH - CMOTPH HHCTRYKLIHIO NO
NPHMEHEHHION, «XPAHHTL B HENOCTYTHOM JUIA
neteft mecrten, «He 3zamopaxusate), HOMEp
CepuM  (HOMED  CepHM  MPOMIBOAMTENH
JOMONHEH UM(pPOBbLIM KOJOM, MPHCBOEHHBIM
YNakoBIIHKOM); QaTa TMPOH3BOACTER, ABTA
OKOHUAFHS CPOKA TONHOCTH (roped J0...),
IUTPHX-KOL, HOMEP PETHCTPAHOHHOTO
YAOCTOBEPEHHSA, BHYTPEHHME 33BOJICKHE KO/Ibl.
JononkutensHo HaveceHa WRGQOpMALMA Ans
MOHHMTOPHHIZ  ABHKEHHA  JIEKAPCTBEHHOTO
npenapa'm or I’IPOH:%BOAHT\:HB 0O KOHEYHOIo
norpebrTens.

YcnoBus XpaHeHHs

TTpu remnepatype 2-83°C

CoorsetcTnyer

Cpok ropHocTH

3 roga

T'onen no: 10,2023

3akmwuenue: Ilpenapart

HauanwHuk oTaena KOHTPOJI9 KavecTBa

Kagcuaa® auoduam3aT Qis NPHrOTOB/IEHAS KOHHEHTPATA AJH NPHTOTOBJICHHN
pacteopa axs mudysui 100 mr (¢paaxon) x1 (nayka kaprounas) cepus B3009/1, ynaxosanmupii AO «OPTAT»,
Poccus, coorsercrayer TpeGosanaam HIT JIT-002692-091017, usm. Nal-4.
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PEAEPAALHAL CAYXKEA NO HAAZ0PY

8 CoPE 3AIMBOONPAHEHAA

«CBefleHunA 0 BBOAE B rpaxfaHckmin o6opoT B Poccuitckoi Depepaummn NeKapcTBeHHbIX
cpefCcTe No coctoAHuo Ha 30.09.2021 14:15»

100 mr 1 wir., haakonst
(1), naury xaproHusie/ ~

obwectso "OPTAT" (AO "OPTAT"),
Poceua (¥ nakosmus/hacosuink
(BTOpHYHAS/TPETHYHAR YNakoBKa))

Ham. Ned
JIN-002692-091017

Harta Buecenns n llpouwasopurens Cpeammmbes, Home Homep, aar:
e Toprosoe po " ! Hopsatusuas BLINYCTHBILAS B MR MED, ATa
AHC (Brmyckawomumi Crpaua Crenenus 0 craHsax NpoH3IBOgCTBA i i CEPHH, paspemenHs
HAHMEHOBAHHE JIOKYMEeHTAIHS rPaXIAHCKHI
Pocanpasramsopa KOHTPO) obopor naprHu aa HJIN
Kancwna®: modmansar . ot esasms o P iy, JIN-002692-091017; How,
Wsettuapusa ([poussogirens (roTosoi .
JUIA TIPHITOTOBNEHHS ) Nel g JIIT-002692-091017;
ARIHONEpHOS Jd)); . Xoddsmann-Jia Pow Jra., 7
SOHLERTpEAR AN obmecTBo Wiseftnapus (¥ naxoumk/(acosumx (8 ks
27.09.2021 AIPHIOTOBACHUA "OPTAT" (AO Poccua T AU ERRE W M JIN-002692-091017; Ham. AOQ "OPTAT" B3009/1
pacTeopa ina undyauit "OPTAT™) - PEHIHYIO Y W Snpotiog) Ned g JITI-002692-091017;




