7 "N
o o

DHAI ®O2CON-KOD7000-39-06

S ———

Tog0x AoRl T
Lfenctote ' h

JIHUEH3HA H8 OCYLIECTRICHAE POH3BOACTEA JIEKAPCTBEHHEIX cpeacTs Ne 00058-J1C or 03.11.2020

157092, Kocrpomckas o6n., Cycannncknii palion, c. CepepHoe, Mkp-H. XapuToHoBo, Ten.(4942) 650-806

AO «OPTAT»
OTae KOHTPOJS KauecTRa

Iacoopt Nel0 ot 05.07.2021
Kagcnaa® JHoQuaH3aT VI8 OPAroTOBIEHHN KOHUEHTPATa
/18 NPHIOTOB/ICHHS pacTBopa Ang HHPY3nl 160 Mr (paaxon) X1 (nauka kaproHnan)

Jara ynakoskn: 04.06.2021
Toaen no: 11.2023
Cepus nipoussoaurens: B2801

Homep cepun: B2801/1
Hara nponssoacrea: 11.2020

Ynakosano: AQ «OPTAT», Poccus
Konvuecrso ynakosok: 914

INpouisenero: ®.Xopdpmann-JIa Pom Jita., Hiseitnapug
H JITI-002692-091017, u3m. Nal-4
PeructpauronHoe ynoctosepetue JII-002692 or 31.10.2014 (nata samenst 21.10.2020)

HaumeHoBanne nokazatenedl
Kauecraa
no HA

TpeGosanua k kavectsy no HJ

PesyabTaThl ananwia

Onncanne

TToANHHHOCTL

Bpems pacTeopcHHs

[po3pawHOCTL pacTBOpa

LIBeTHOCTL pacTBOpa

pH pacTBopa

MexannvecKkHe BKIIOMEHHH
— Buduvsie mexanuyeckue
BKIOYEHUA

— Hesudumsie vacmuiysl

Boaa
OcMONANBLHUCTE

Yucrora
1.3kcmozwonnan BXKX

2. ObpametHo-¢palosas
BOXX

CrepHabLHOCTL

BaxrepHanbubie
IHIOTOKCHHLI
AHOMA/IBHAR TOKCHYHOCTh
Cneunduyeckad aKTHBHOCTL

Mopucras wmacca, yruioTHeHHaa B Talnerky,
HHOrga B BUOE OTIOEenbHbX 4acTed ralnerxuy,
6enoro winy noyTy 6enoro useTa.
Boccranosnentinid pacTBop — MpO3pavuHbif WM
cierka onanecuxpyroumii, GecuseTHuH win ¢
KOPHYHEBATBIM OTTEHKOM PacTsop

TTO/UIMHHOCTL CYHTASTCA NOATBEPKAEHHOH, ecik
aKTHBHOCTH HCITHTYeMOro ob6pasla HaXOAHTCA B
npenenax ot 0,50 no 1,50 x10* Ef/mr

[lpenapar AO/KEH TNOJHOCTBIO PACTBOPHTHCA B
BOIE ANA HHBEKLMH B TeveHHe He Gonee 10 MHH.
Boccranosnennnili  pacteop  AomkeH OB
NpO3payHbIM 10 CPaBHEHWIO C BOAOH HAH CTENneHb
€10 ONANIECLIEHIIWH He IONAXHA NPEBLITATD ITANOH
cpasHeHHA Il (we Gonee 18 FTU)
BoccraHopnensbil  pacteop  nonked  OuTh
GecUBETHRIM MO CPABHCHMIO € BOJOH MM
HHTEHCHBHOCTb €r0 OKPACKH Hé JO/KHA
MPEBLILLAT 3TaN0H cpaBHEeHKA Be
01470053

TNpcnapat AMKER COOTBETCTBOBAT TpeGoBAHHAM
E® win ' X111

Cpennee 4HCNO HacTHIL paaMepoM 2 10 MM He
6onee 6000/dnaxoH

CpenHee YHCIO YaCTHL Pa3MEPOM 2 25 MKM He
Gonee 600/¢pnaxon

He Gonee 4,0 %
Or 157 no 261 mOcm/kr

OcHOBHOH NUK — He MeHee 96,0 %,
HMWS nuku ~ e 6oaee 4,0 %

Ortsowerne Moned ceobomHeiX MeHTaHIHHOHIOB
K CymMme Mmoned Bcex MeHTaH3IHHOMZOB NOMKHO
6w He Gonee 6,0 %

Mpenapar noJokeH GblTh CTEPHIBHRIM

He Gonee 9,0 E3/mn

Mpenapar polxeH GhTh HETOKCHYHBIM
Or 0,80 no 1,20 x10* EI/mMr

[opreras Macca, YNNoTHERHaA B TabneTxy,

Genoro useTa.

BoccTanoBneH bl pacTBop — CHerka
onanecuupyloumit, GecupeTHLIH pacTBop.

0,96 x 10* Ef/mr

| MuHyTa

Menee Tanona Il

Menee atanona Be

5.1

CootsercTByeT

150 wacruw/Qnakon
3 vacTHusl/pnakoH
1,2%

205 mOcm/xr

98,3 %
1,7%

08%

CrepHnbHuif
Menee 9,0 ED/mn

Tpenapar HETOKCHYEH
0,99 x 10* EIl/mr

Crpannua 1 w33




Haumenobanue noxazatenei
KayecTsa

no HJl

TpeGopanua x wavecrsy no HJL

Pesyantarsl anaisa

Benox
DAR (monspuoe
COOTHOLEHHE
DMI1/rpactyrymaG)

¥Ynakopxa

Mapkuposka

Or 154 zo 188 mr/dnakoH

Or32a03,8

[To 160 Mr Tpacty3ymaba jmTaH3HRA BO (uakon
GecupeTHoro crexna (ruaponwrudeckuR wnace |
E®), ykynopenusii npoGkoH w3 GyTwikayyka,
JIAMMHWPOBAHHOrO  (ropnonkMepom, obmarsiit
BIOMHHUEBBIM  KOANAYKOM W 32KpHTHIil
IUIaCTMaCcCOBOMR KpbillKOH.

| duakon ¢ npenapatoM NOMEWAIOT B
IUIACTHKOBLIH HAM KapTOHHBIH MOILAOH, KOTOPLIA
BMECTE C MHCTpYKUMel 10 nNPAMEHEHHIO
NOMEIAIOT B MAYKy W3 KapToHa Juid
noTpeGHTENLCKOH TAphI.

C uenuio KOHTpONA NEPBOrO BCKPLITHA HA NAYKy
HAKNEMBAIOT  CAMOKNEALIHECH  CTHKEDM ¢
norotunom AQ «OPTAT»,

Ha stnketxe ¢nakoHa ¢ npenapaToM yKa3aHo:
TOProBOe  HAWMEHOBAHHe  mNpenapara %,
JIEKAPCTBEHHYHO hopmy, MEeX/IyHApOIHOe
HEMATEHTOBAHHOE HAMMEHOBAHWE AEACTRYIOUIErD
BEUIECTBA, CONEPKAHHE AEHCTBYIOWEIO BE

BO fuiakone (160 Mr), TOroTHN KOMNAHHH '@1
«Jlna BHYTPHBEHHbLIX HHpyInH e
BOCCTAHOBJIEHHA W NOCAELYIOWEro paGaBieHusnn»,
«CTepHABHON, yenoBua XPaHEHHS,
NpelynpeauTensHyi0  HAAMUCh («He
3AMOPDKHBATLY), JaTy MPOH3IBOACTBA, JATY
OKOHYAHHA CPOKA FOAHOCTH (roseu no ...),
HOMEP CEpHH.

Ha xapronHofi nayke ykalnlBaiOT: TOProBoOe
HaWMEHOBaHWe TMpermapata ®, JEKAPCTBEHHYIO
Gopmy,  MEXAYHapPOIHOE  HEMATEHTOBAHHOE
HaHMEHOBEHHE neHcTeyolEro BEUIECTBA,
comepxaHHe  NEACTBYIOWIEr0  BeLUECTBA  BO
tnakone (160 Mr), xOnNHUECTBO (AAKOHOB B
YNAKOBKe; COCTaB npenapara; KOHUCHTPaLHIO
npenapata B | M («] Mn BOCCTAHORIEHHOIO
pactBopa cozepxuT 20 wMr TpactysymaGa
IMTAH3UHER), «lN4  BHYTpUBEHHBIX HHpYIHH
nocne  BOCCTRHOBJIGHHA M MOCNEXYIOWEro
pa3baBNcHME», YCNOBHE XPBHEHHA, YCNOBHA
otnycka, HapaHue GupMbl,  ABRASOUIEHCE
BnaneisueM (#epxarteneM) PperHcTpalHOHHONO
YUOCTOBEPEHHA, CTPaHY, ¥ Ha3BRAHHME (UPMbI-
npoussoaurens, crpauy, (P.Xopdmanu-/la Pow
Jirn,, [lleeHuapug), nOroTMn W  HAIBAHHME
NpeMNPUATHA,  OCYLIECTBASIOWEr®  YMAKOBKY
npenapata B PO (AO «OPTAT»), ero anpec,
Tenedon U ¢axc, 10roTHN M Ha3BAHHE KOMNAHHH-
nuctpubsioTopa B PO (AO «P-@apm»), ee aspec,
Tenedon, ¢akc, norormn KommawWW Roche,
«CrepuibHON, npenynpeaUTedbHule H
HHOOPMaUHOHHbIE HBINHUCH («Cnocob
NPHMEHEHUA, J036 H MePhl NIPEAOCTOPOKHOCTH -
CMOTPH  MHCTPYKUWIO N0  NPHMEHEHHION,
«XpaHWTL B HETOCTYTIHOM Ul JeTelt mecten, «He
3aMOP@XHMBATLY), HOMEP CepHH (HOMEp CepHH
NMPOMIBOAWTENS JONOXHAETCE UH(POBMM KOAOM,
TIPHCBOEHHBIM YNAKOBIHKOM), mary

173 mr/dnakoH

3.5

flo 160 wmr 1pacrysymaba sMrTaHiuHa BO
quiaxone Becusersoro crekna
(ruaponuTHyeckuit kiace 1 EQ), ykynopeHHoM
npobkoit w3 GyTHIKayuyka, JaMHHHPOBAHHOIO
¢TopnonumepoM,  OKATOM  ATIOMHHHEBBIM
KOMMAYkoM W 3aKpRITOM  MNacTMaccoBOd
KPhULKOH.

| dnakoH ¢ npenapaToM NOMeENieH B KAPTOHHLIA
MOAKOH, KOTOpPHLH BMECTE C MHCTPYKLMEH no
NMPUMEHEHHIO NIOMELIEH B NAaUKy M3 KAPTOHA Ans
notpeGuTenpckol TaphL.

C uenbio KOHTPOJA NEPBOroD BCKPHITHA Ha Nauky
HAKACEHW  CAMOK/IEANIHECA  CTHKEpM ¢
norotumioM AO «OPTAT».

Ha »TuxeTke (uiakoHa ¢ TpEMApaToM YKa3axo!
TOprosoe HAHMEHOBAHHE npenapara?,
JekapcTBeHHaa  (opma, MeX IyHapOaHOe
HENATEHTOBAHHOE HAUMEHOBAHHE
AcHcTBYIOUIEro BEllleCTBa, conepkaHHe
neficrsylouiero Bewectsa Bo tinakone (160 mr),
norothn  koMnawuk (i) «Jlna
BHYTPHBEHHBIX  MHQy3uit nocje
BOCCTAHOBICHHA u nocaeayHouero
paszbaBieHnA», «CTepriibHOR, ycnosus
XpaHeHuA,  NPCAYNPeAWTENbHAs  HALMWCH
(«He 3amopauusaTs»), naTa NPOUIBONACTEE, NATA
OKOHYAHHS CPOKa FO/IHOCTH (rozen o ...),

HOMEP CEPHH.

Ha «xapToHHOR naike YKa3aHo: TOProBoe
HAHMEHOBAHHE Mpenapara ', JeKapCTBeHHas
topMa, MEXIYHADOAHOE  HEMATEHTOBaHHOE
HAMMEHOBAHHEC  ACACTBYIOLIEND  BELIECTBA,
cogepianne AeHCTBYIOWIEr0  BELIECTBA BO
¢nakone (160 wMr), EKoJM4ecTBO (UIBKOHOB B
yNaKoBKE, COCTAB MpEnapara; KOHUCHTPAUHS
npenapata B 1 Ma («l M BOCCTBRHOBIEHHOTO
pacteopas coaepkutr 20 wMr Tpactysymaba
IMTAH3HHAY ), «JIIA BHYTPHBEHHBIX HHpY3IHH
nocne BOCCTRHORNEHHA M MOCHENYIOLLero
pa3baBneHHa», YCROBHA XpaHEHHA, YC/IOBHA
OTMycka, HalBaHue (WpML, ABIAIOWERCA
pnajenbleM (ICpKATE/IEM) PErHCTPaLKOHHOIO
YAOCTOBEPEHHUA, CTPAHA, H HalBaHHe QUpMbl-
npoussoanTeNn, crpaHa, (®.Xopdmann-/ln Pow
Jitn., llUpeHuapus), ROrOTHR H  HA3IBaHMHE
MPeNPHATHA, OCYLIECTBNAIOMIErO  YNAKOBKY
npenapara B P® (AO «OPTAT»), ero ampec,
TeneoH K (akc, JIOMOTHM W HalBaHue
roMnmaHuu-axcTpHGeioTopa B PO (AO  «P-
Gapmr), ee agpec, TenepoH, akc, 10roTHN
KOMMNAaHHH Roche, «Crepuaston,
npefynpeiuTeNbHbeé W  HHOOpMAUMOHHbIE
HannmucH («Cnocob npuMeHeHHs, AO3bl H MEpPLI
MPENOCTOPOXKHOCTH - CMOTPH HMHCTPYKUHIO MO
MpUMEHEHHIO», «XpaHHTb B HEAOCTYNHOM AN
nereli Mmecte», «He 3amopaxuBaTL»), HOMEp
cepuH (HOMEp CepHM NMPOHIBOMMTENA AONOJHEH

LUHGPOBLIM KOZIOM, TIPHCBOEHHBIM
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Haumenosanue noxalarenett
KavecTBa

no HI

TpeGosasus k xavecrsy no HJ

PesyibTaTel aHanH3a

NpOM3BOACTBA, [AATY OKOHYaHMA CPOKE FOAHOCTH
(ronex no...), WITPHX-KOA, HOMEp
PErHCTPALMOHHOIO YAOCTOBEPEHHA (OOMyckaeTcs
HAHECEHHME B COOTBETCTBHH ¢ TpeGoBaHusMM
AefCTBYIOUIEr 3AKOHOMATE/bCTBA), BHYTPEHHHE
3ABOACKUE KOb.

JononuutensHo  momeT  ObiTh  HaHeceHa
MWHPOPMALUHS 18 MOHMTODHHIA  [ABHKEHHA
ACEAPCTBEHHOTO NPENapaTa OT NPOHIBOAMTENA JIO
XOHeuHOro noTpeburens.

yNaKoBUIMKOM), NaTa NpOH3BOACTBA, Jata
OKOHHaHHA CpPOKa roJHOCTH (rofeH Jo...),
WITPHX-KOL, HOMEp PErHCTPRIMOHKONO
yAOCTOBEDEHHA, BHYTPEHHHKE 3aBOJICKHC KOIKI.

JonOoNHHTENLHO HaHeceHa uHopMAUMs 1A
MOHHTOPHHIA  IBIDKEHHA  JIEK@pCTBEHHOrO
npenapata OT TIPOH3IBOJMTENA O KOHEWHOro

noTpeduTesa.

YC/JOBHA XpAREHHS

ITpn Temnepatype 2-8°C

CooTBeTCTBYET

Cpok rognocTn

3 roza

Topew po: 11.2023

3axmouenne: [Ipenapar Kaacuna® iHOPHAMIAT (VIS HPHIOTOR/IEHUS KONIEHTPATA /18 NPHIOTORNCHHS PACTBOPA
anst mu@ysni 160 mr (draxou) x1 (nauxa kaprounas) cepus B2801/1, ynaxosanusiit AO «OPTAT», Pocers,
coorsercTayer Tpebosanmam HJI JITI-002692-091017, uam. Nel-4.

HausnbHAK OTAENa KOHTPOE KAYECTBA

I'ynosa E.A.
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AKLIMOHEPHOE OBUWECTBO
ORTAT &R
OPTAT b8

157092, KOCTPOMCKAR OBNACT,
CYCAHWHCKIA PAMOH,
C.CEBEPHOE,

MKP-H XAPUTOHOBO

ranedon: (4842) 650-805
Ten/chaxc: (4942) 650-840
E-mail: Pharm@ortal ru
www.rpharm.com

DO4AIM-C/1-02000-57-01

PA3PELLEEHME HA BBIIMYCK CEPHH N 0209-2021

Toprosoe HauMeHOBaHue, NekapcTBeHHas GopMa,
203upoBKa, opMa BhITyCKa

Kaacuna® anodunmnsar ana npurorosneHus
KOHUEHTpaTa [UIS MPHrOTORNEHHUS pacTBopa Ang
nndysuit 160 mr (pnaxon) x1 (nauxa kapronHas)

CTpaHa

MHH, unu rpynnupoBouHoe, HIH XHMHYECKOE Tpacry3ymab smTan3un

Homep cepun B2801/1

Paimep cepuu 914 ynaxosok

Jlata npoussoacrsa 11.2020

T'onen no 11.2023

Haumenosanue npoussoawrens, ctpana ® Xodpmann-Jls Pow Jlta., llseitnapus
Ynaxoswnk/Beimyckaiowmii KOHTponL kayecTsa, AO «OPTAT», Poccus

Homep 1 nata perucrpaumontoro yaocTosepenus

JI1-002692 ot 31.10.2014
(mara 3amennl 21.10.2020)

HaumeHoBaHHe aepxatens perucTpauMoHHOro
YAOCTOBEpPEHHS, CTPaHa

®. Xopdmann-Jls Pow Jlta., [lseftuapus

Homep HopmatueHoil fokyMeHTaLMH

JIT1-002692-091017, uam. Nel-4

Hacroswwm noxreepknalo, uto naHmas cepus

NpOAYKUMH NpPOM3IBEAEHA W NpoBEpeHa B

COOTBETCTBHM C TPeOOBAHHAMH PErHCTPALIMOHHOrO Aocke, TpeGoBaHusmu Ilpukasza Munncrteperea
NPOMBILLNERHOCTH ¥ ToproBik PD ot 14 mions 2013 r. N 916 «O6 yreepxaenuu Tpasun Hagnexaweii
npou3BoACTBeHHOH npakTHku» (GMP), nuueHsnel Ha NPOM3BOACTBO JNIEKAPCTBEHHBIX CPelCTB, a TakKe
HHBIMH TPEGOBAHHAMM, YCTAHORNEHHBIMH HOPMATHBHBIMH npaBoBbiMH akTamH Poccuiickoli Menepauns,

rnepen ee BbIMYCKOM.

3an1cH Mo NPOM3BOACTBY M KOHTPONIO KAYECTBA JaHHOM CEepHH roTOBOH MPONYKUHH TNpOBEPEHB! M
YCTAHOBIIEHO COOTBETCTBHE TpeGoBaHiam [lpasin naanexatie NPOMIBOACTBEHHOH NPAKTHKH (GMP).

Ynonxomouennoe nuuo: 3naroycrosckuii I.1O.

{au’ Qs 06.07.2021 r.

noay
Ipukas Munaapasa Poccku 06 atTectaumnn Ynonnomouennofo avua Ne 399 or 23.04.2021 r.
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DEAEPAABHASR CAYXBA 110 HAA0PY

8 (ol JAPAROONPAHEHMA

«CBefleHMA 0 BBOAE B rpaxaHCKui obopoT B Poccuiickon degepaunn NEeKapCTBEHHbLIX
CpeacTs NO COCTOAHMIO Ha 12.07.2021 19:29»

(BTOpHYKAR/TPE THUHAR YNaKOBKa))

Oprauusauns,

IlaTa Buecenns 8 MNponssogurens Homep Howmep, nata
AHC ..u“.“uae!.“an (BLITY CKRIOUIHA Crpana Caestening 0 CTagHAX NPOHIBUACTEA “ﬂw“u; o meany o~ cepum, paspemienus
Pocampasaamsopa KOHTpONL) g L m‘ y naprua ua HJIN

Kaacnna®; amodpumnsar ©. Xoddmearn-Jls Pom Jirz., JIN-002692-091017; Ham.
P ——— Waeipin (Tipommommen. trovosalt | 2 "in anocon sor017:
s s AKunoneproe JI9)); @. Xodpmann-Jis Pom Jitg,., :.!. N2 K '
06.07.2021 P — i Poorun | Hicltuapet (Ymsosamsibacomm (a | on 0o con 001017 Mme. | A "OPTAT® B2801/1
pactsopa ans mndbymaii | L0141 (AO DepRIaTyI0 ymKonRy)); AKnnonepuos | (o L 002692.091017-
160 ur 1 .. praxoms "OPTAT") ofwectso "OPTAT" (AO "OPTAT"), :M- Nod & !
X e t— Pocciin (¥ naxosss/pacosanex JITI002692-091017




