AO «OPTAT»

Oraen KoHTpoJsR KavecTa

LLC/ e

QO2CON-KOD7000-39-06

JlHueH3Ius Ha OCYLIECTRNGHHE NPOHIBOACTBA NIEKAPCTBEHHMX cpeacTs Ne 00058-JIC or 16.12.2015
157092, Koctpomckas o6n., Cycannickn#t pation, ¢, Ceneproe, MKp-H. XapuToHoso, Ten.(4942) 650-806

Macnopt Ne6 ot 05.06.2020

Kagcuaa® anoduamusar nas NPATOTOB/IEHHS KOHLEHTPATA
AAS NPHTOTOBACHHS pacTBopa aas HHy3nit 100 mr

Y nakosano; AO «OPTAT», Poccus
Konuuectso ynakosox: 3718

Homep cepun: B1017/1

pounasenetio. ®. Xopdmanun-Jin Pow Jiva., Hiseiinapun
HI JII-002692-091017, nam. Nel-2

Peructpaunortoe ynoctosepenue JIII-002692 ot 31.10.2014 (nata 3amens: 01.1 1.2019)

Jlara ynakosku: 08.05.2020
Hara nponssoncrsa: 01,2020 Toaesn no: 01,2023

Cepus npoussoautens: B1017

~ Hesudunbie vacmuymw

Boaa
OcmonsnpnocTs

Yucrora
1. 3xcmoaunonnan BIXX

2. O6pawenio-Ha3onan
BIXX

CrepinibHOCTh

Haumenosaumne
noxkalavenel wavecraa Tpebomanns x xavecrey no HJI Pesyasrate) asannia
no HA
Onucanne Mopucran macca, yruiotwenwan B Tainerxy, | [opucras Macca, ynnotHeHHan 8 Tabnerxy,
HHOrOA 8 BHAe oTaAenbHuX uactel TaGneru, | Genoro usera.
Genoro nan nowrs Genoro usera.
Boccranomnennsil pacteop ~ npolpavwiuift unk | Boccmanosnennwiii  pacmecp - cherxa
cacrka onanecuwpyowmh, Gecusernsifi wam ¢ | onanecunpyowntl, GecuseTHuif pacraop.
KOPHYHCBATHIM OTTCHKOM PacTBOp
NMoanunnocTHL Mopnnnroers cunracrca nonreepxnecitol, ecau MoanuuuocTs nogTeepaacHz
aKTHBHOCTH MCTbITyemoro ofpasua waxoawrcs B 0,98 x 10*
npeaenax ot 0,50 no 1,50 x10* EfUmr
Bpems pacrsopenun penapar fonxeH NOJHOCTLIO PACTBOPHTHCH B Imun 13 ¢
BOZE NN HHbeKUMH B TeueHue He Gonee 10 Muin,
Npospayuocts pacvsopa | Boccanomachusil  pacTBOp  fommen  OwiTh | CTeneHh  ONANeCUEHLMH He NpPeBLIAET
MPO3PaYHLIM N0 CPaBHEHHIO C BOAOR WK cTenexk | FTanoH 111
€ro ONARSCUCHUMH He NOMKHA NMPERLIATE ITANOH
cpasnecHux [11
(ue Gonee 18 FTU)
Usernocts pacTaopa | Boccranomiennwift  pacteop  nomwen  Gmth | MeTencuasocTs OKPackH BOCCTAHORAEHHOTO
GecuseTiwiM N0 CPaBHERHIO C BOAOH HAW | PACTBOPA HE MPEBMILAET ITANOH CPABHEHHA
HHTCHCHBHOCTE €0 OKpackH He gonxkHa| B,
NPEBHILATL 3TANOH CpasHeHna By
pH pacrsopa Or4, 71053 51
Mexannueckue
BRANNEHUR
- Budumbie mexanusiecxue | [Ipenapar BOMKeH COOTBETCTROBATL TpeGoBaHUAM lNpenapar cootaercrayer rpebosanmam
GKAIOYEHUR E® wau ' X1l

Cpennee yncno yactTHu pameponm > 10 MkM He
Gonee 6000/ pnaxon
Cpensee MHCN0 HOCTHIL PAIMEPOM = 25 MKM HE
Gonee 600/qinaxox
He Gonee 4,0 %

Ot 157 a0 261 MOcmixr

OcuosHol NuK - He MeHee 96,0 %;
HMWS nuxn - ne Gonee 4,0 %

Ornowenne monell cpoBoanux MelTamInHOHAOS
K cymme monell Bcex MeRTamIHHOMAOR JONKHO
GuiTh He Gonee 6,0 %

[Mpenapar nonxen 6uTh CTEPHNLHBIM

Crepunen
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Haumenosanue
nokalatencit Kavecrna

Tpebosanus x xavecrsy no HA

PesynnraTel ananmia

no HJ
BakrepHaibubie He Gonee 9,0 ED/mn Menee 9,0
INAOTOKCHHEL
AHOMANLHER [penapat nonmen BLITL HETOKCHY HBIM Hetoxcuuen
TOKCHYHOCTE \
Creundnueckas 070,80 a0 1,20 x10* EfY/mr 0,98 x 10
AKTHBHOCTH
Benok O7 95 no 117 mr/gaakon 104
DAR (moanpuoe Or32n03,8 36
COOTHOIEHHE
DM1/rpactyiymat)
Ynakoska Mo 100 mr TpacTysyma6a mtanauka Bo dnakon |Mo 100 mr TpacTyaymaba oMraHiuHa so
Gecupetoro crexna (rupponuTuueckuil xnace | taaxone Gecuserhoro crexna
E®), yxynopennwfl npoGroit ma GyTunkayuyxa, {ruaponnTHveckuli Knacc 1 ED),
hamMuuuposannore  gropnonnmepom, ofkathil | ykynopensom npofkoft u3 Gyrinxaywyxa,
ATIOMHHHEBBIM  KOANAYKOM W 3aKpWTHI | 2EMMHKpOBENHOTO fropnonumepos,
MAACTMACCOBON KpLIHKOH, OGKBTOM  AMIOMHHHEBLIM  KOANAYKOM ¥
3AKpLITOM NnacTsaccosoll Kkpuitkot.
| d¢uaxon ¢ npenapatom nosewmior afl ¢askow ¢ npenapatoM nomemen &
fnacTHkoBLl WIM KapTOHEBI NOAMOH, KOTOPHIA | XEpTONULIA noanoH, kotoputt Bmecte ¢
BMECTE € WHCTPYKUMER 1O NPHMEHEHHIO | MHCTPYKUHER NO MPHMEHEHHIO NOMELICH B
MOMEMAIOT 8  Na4yky M3  KapTOMA  JUIA | MAYKY M3 KBpTOHR AN notpeburensckof
notpefurenscxolt Tapul, Taphl.
C uessto kowTposs nepsoro BckpuTHA Ha nasky | C uesio KONTPONA NEPBOro BCKPLITAR Ha
HAKNCHBAIOT  CAMOKACAWUMECA  CTHKEPHl  C | NAYKY HAKACEHS CAMOKICRIUHECH CTHKEpM ¢
nororunom AO «OPTAT». norotunom AOQ «OPTAT».
Mapkuposka Ha sTikerxe ¢uakosa ¢ npenapatom Ha pycckom | Ha srukerxe ¢naxona ¢ npenapatom ua
AILIKE  YKRILIBAIOT:  TOProBOC HAMMEHOBAHME | PYCCKOM  NIWIKE  yKE3AHO: TOproroe

npenapata  ®,  nexapctmemmyio  gopmy,
MENTYHAPOLHOE HENATEHTORAHHOE HAHMEHOBAHHE
aeAcTeyiowmero sellecTsa, cofepKanue
AeHicTrytolero ewectsa o gnaxone (100 mr),

AOrOTHN KOMNAHHH @ » L8 BHYTPHBEHHBIX

nuyInA nocne BOCCTAHORNEHHA H
nocacaywowero  pasGasnennan, «Crepuason,
YCAOBHR XPAHEHHA, NPEAYNPEAHTENLHYIO HAANIHCH
(«He jamopaxusats»), nary NPOH3IROACTBA, AATY

OKOHYaHHA CPOKa FOAHOCTH (roaen o ...),
HOMEP cepin.
Ha xapronwoft nauke ua PYCCKOM  mibiKe

Ka3blBAIOT. TOPrOBOC HAUMEHOBAHMC NpenapaTa
» NekapcTeeHHylo  GOpMy,  MeXIyHapoaHoe
HENATCHTOBAHHOC HauMeHOBaHWE AekicTBYIOWIErO
BEUICCTBA, conep®anne JeliCTRYIOWEro BeuiecTra
Bo duakone (100 mr), konuuecTso $naxoHon s
YNAKOBKE, COCTAE IPENAapaTs; KOHUEHTPALIO
nNpenapata 8 | mn («] ma soccTanosAcHHOrD
pactsopa  conepkur 20 mr  Tpactyiymaba
IMTAHIMHAY),  «[lan  BHYTPHBEHMMX  undhy3HA
fOCNE  BOCCTRHOBACHMA W NOCACAYIOWIErD
pasbasnenuay, ycnosus  xpaHenua, ycnosna
OTHYCKE H3 aNTeK, Halsanue GHpMb, ABARIOWEHCR
BIAQEALUEM DPETHCTPAUHOHHOND YAOCTUBEPEHMS,
CTpaHY, # HadBAMHC  HPMBI-NPOKIBOANTERN,
crpany, (®.Xopdmaun-Jla Pow Jita., Lsefuapus
win @. Xopdmann-Jis Pow Jita, UseRuapns
npouiseaeHo [lateon Mauygextypunr Cepsuces
3n3aCn, CUA ), norormn o HalBaNHe
NPEANDUATHA,  OCYIECTRARIOWETD  YNAKoBKY
Npenapata 8 PO (AO «OPTAT»), ero aapec,
Tenedon M PAKC, OTOTHN § HAIBAHHE KOMNAHIH-
ancTpibeioTopa B PO (AQ «P-Dapmy), ee anpec,
Teneon,  dakc, norotun  xomnasun  Roche,

HaHMeHOBaHWe npenapata *, nekapcTenas
$opMa, MEXAYHAPOAHOE HENATEHTOBRAMHOE
HauMeHOBaHHE NeliCTBYIOWErD  BewiecTna,
coacpkanne AcHCTBYIONIETO BEWECTsa RO

{100 Mr), norotMn xoMnanuk

MNaKOHS
«[lng nuyTpHBEHHLIX HHdYIRH nocne

BOCCTaHOBACHHS H nocaenywiero
paGasneHiny,  «CTepwisHO»,  ycnomua
XPaHCHHA, NPCOYNPEAMTEALHAR  HAAMHCH
(«He jamopawxusate»), nara NPOHIBOACTEA,
baTa  OKOHYAHHA Cpoka rOfHOCTH
(roneu no ...}, Homep cepun.

Ha xkaprouuoli nauke ma pycckom misike
Ka3aHO: TOPrOBOE HEHMECHOBAHHE NpenapaTa
» NlexapcTeenHas (BOpMA, MEKIYHApOIHOE
HENATCHTOBAHHOE HaHMEHOBaHHE
RelicTeytoutero  sewectsa,  conepwaxue
neficTeyiouiero sewectsa po duaxone (100
MP), KOIH4ecTBO (AAKOHDB B YNAaKoBKE;
COCTAR NpenapaTa; KOHUEHTPAUHA Npenapata
8 | ma («] Ma soccranomnensoro pacTsopa
conepxut 20 Mr TpacTysymaba sMTanINHay);
«[lng BHyTPuBeHHMX  uudywmd  nocne
BOCCTRHOBJIEHHS " nocneayonlero
pasfasneHus», YCIOBHR XpRHEHMA, YCoBHA
OTNYCKR H3 BNTEK, HAIBAMHE  (uUpPMB,
Remowe ey e TIERBA e blEM
PErHCTPALHOHHOTD yﬁ\ﬁnﬁ\se

pehits,: Crpara,

H Ha3BaHHC (MPMKI-pO HTEN, CTpaNa,
{©. Xoppmann- }an a“ inef ».J :
aorotin  u K RaIpaing

OCYWECTBARIOLIETD -y NAKPBA
P® (AO «OPTAT»), ero-dapee, 1 s
daxc, norcmn%_ﬂ%?mm‘ aHE  KoMARKMY-
AncTpuiiotopa 5PO” (AQ" «Pibapmy),

anapec, Tenchon,
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Haumenonanuue
noxazarvencl xavecras

no HA

TpeGosanun x xuwecrny no HJ

PesyawTarel anaania

«Crepuaston, npeaynpeanTensime "
HHBOPMALHOHHBIE HEAMHCH («Cnocob
TIPHMEHEHHR, A0TbI H MEpbl NPEIOCTOPOXHOCTH -
CMOTPH  WHCTPYKUMIO N0 [PHMEHEHHION,
«XpaHuTL 8 HeaocTYNHOM MR feTelt MecTen, «He
JAMODANHBATLY), HOMEP cepuM (nOMmep cepuu
NPOH3BOAKTENS AONONHAETCH UMDPOBKIM KOAOM,

NMPHCBOEHHBIM YN3KOBIIHKOM), nary
NPOMIBOACTEA, AATY OKOHYBHHA CPOKA TOAHOCTH
(ronen no...), WTPHX-KOZ, HOMED

PEFHCTPAUMOHHOTD YIOCTOBCPEHHR, BHYTPEHHSE
JABONCKHE KOOM.

Hononuurensho  moker  6mTh  HaneceHa
HHPODMAWMS  RNR  MOHHTODMHIA  ABMKEHMN
JCKAPCTRCHHOrO NpenapaTa o1 MPOHIBOANTENR A0
KOHeuHOro notpebirens.

Roche, «Crepunsion, NpeaynpeanTenbibie |
widopmaunonmsie  naanucw  («Cnocob
NPHMEHERKR, AO36 H Mepbl
HPEAOCTOPOXKHOCTH - CMOTPH HHCTPYKLHIO
1O NPHMEHERHION, «(XPanuTs B HEAOCTYNHOM
ans uevell mecten, «He 3amopawwsaTe»),
HOMED cepui (HOMED CepHM NpOM3IBOAWTEN:
AONOANCH UHPPORBIM KOAOM, NPHCBOEHHKIM
YNAKOBUIHKOM), ZaT3 NPOHIBONCTRA, narta
OKOHYRHHA CpoKa rogHocTi (romeH po...),

WTPHX-KO/l,  HOMEP  PErHCTPAUKOHHOrD
YAGCTOBCDCHHA, BHYTPCHHHE 3dBOACKHE
KOZbi.

Hononuutensho waseceHa uHpOpMaUHs ans
MOHHTODHHIA  [BHMEHHA NCKAPCTBEHHOMD
Npenapara o7 APOHIBOAKTENA OO KOHEMHOND
notpeburenn,

YcaoBug xpaseuus

INpu remneparype 2-8°C

Cooraercreyer

Cpox roanoctn

3 roan

Tlonex no: 01.2023

3axmouenue: Mpenapar Kancum’nuoﬁunumr A3 n
pacTeopa ans undysnii 100 mr cepus B1017/1

TpeGosannam HJ JITI-002692-091017, uam.

Hauansnuk oraena xontpons xavecrss

Nel-2,

I'ynoea E.A.
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PRIOTORJIEHHS KOHUEHTPATA A% NPHIOTOBICHHS
» ynaxoaauusiit AO «OPTAT», Pocena, cooteercrayer




AKUMOHEPHOE OBLECTSO

OR/AT &
ORTAT b8

157092 KOCTPUOMCKAR OBNACTD,
CYCAHUNCKIWA PAAOM,

C CEBEPHOE.

MKP.H XAPHTOHOBO

renedon (4342 650805
Ten/hare (4942) 650-840
E-mail Pharm@ortal ru

WWW DR Com

GO4AIM-C1-02000-57-01

PA3PELLUEHHE HA BbIMYCK CEPHM Ne 0160-2020

Toprosoe HaumeHoBauue, NekapcTeennas dopma,
no3uposxa, opma Buinycka

Kancuna® auodmnmiar ans npurotosnenns
KOHUEHTPaTa VIR NPHIOTORNEHHA PacTBOpa Ats
uidyanii 100 mr

aHa

MHH, unu rpynnuposousoe, nan xumHueckoe Tpacty3ymab MTaning

Hosmep cepun B1017/1

Paimep cepuu 3718 ynaxosox

[Jlata npoussoacTea 01.2020

lozew no 01.2023

HaumeHosanue npownisoautens, cTpaHa O Xopdmann-Jla Pour Jitz., sefiuapus
Ynakosumx/Brinyckaiownit KoHTpons kavecTra, AO «OPTAT», Poccus

Howmep 1 nara peructpausonHoro yaocroseperus

JI-002692 ot 31.10.2014
(nara 3amensi 01.11.2019)

- Hanmenosanue aepaatens peructpaunontoro
_YAOCTOBEPEHHA, CTpaHa

®. Xodpmanu-Jia Pour JTta., llseiinapus

Homep HopmathBHO#M JOKyMeHTaIHK

JI[1-002692-091017, n3m.Nel-2

Hactoswum noareepaaaio, 4to nawHas cepus  npowlsenena NpOBCPEHA B COOTBETCTBMH C
TpeOOBAHHAMH IHUCHIHH HA NPOHIBOACTBO NEKAPCTBEHHMIX CpencTs, TpeboBaHHUAMM PErHCTPaLMOHHOTO
nocwe  TpeGomanuamu [lpasun Hamnekawedi NPOHIBOACTBEHHOMN npaktuku (GMP), yreepwaenusimu
nphkasoMm Muunpomtopra Poccuu ot 14 mions 2013 Ne 916, a Taioke HHBIMK TpeGoBanuamu,
YCTAHOBIEHHLIMH HOPMATHBHLIMH NPaBoBLIMK akTamn Poccuiickoil Genepauny, nepen ee BbINYCKOM.

3anKcH No NPOHIBOACTBY M KOHTPOMIO KAYECTBA JAHHON CCPHH rOTOBOH NPOAYKUHK NPOBEPEHBI H

NPHIHAHL! COOTBETCTRYIOWMMH TpeSoBauusm [lpas

Ynonnomouennoe nuuo: Yeropaesa JIA. £

HaunexalueH nponssoacTeesHON npakTuku (GMP).

%//,

08.06.2020 r

noanucs

[puxas Munanpasa Poccun 06 atrectaiim YnonHoMoueHHOrO nnua Ne 549 or 22.07.2019r,
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