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[KOA BEPHA —

Cest OTea KOHTPOIA KauccTBa
:}‘ZZ/ i~ 2 AL32A T JlMiieH3us HA OCYLLECTBICHHC NPOH3BOACTEA NeKAPCTREHNLIX CPEACTB Ne 00058-J1C ot 03.11,2020
T AT AR, # 157092, Kocrpomcian o0, Cycanuuckuil palior, c. Ceneproe, Mkp-H. XapHTOHOBO, Te1.(4942) 650-806

Macnopt Ne 7 ot 14.09.2021

Kurpyia" KOHUEHTPAT /I IPHIOTOBIEHHN pacTBopa aa undy3ni
25 mr/ma (iaxon) 4,0 ma x 1 (magxa KapTOHHAN)

Ynakosauo: AOQ «OPTAT», Poccust Homep cepry: 0001361445 Jlata ynakosku: 23.08.2021
Kosmuectso ynakosok: 14 919 Jlara npowussozicTaa: 01.01.2021 Toaex ao: 01.01.2023
[pousseaeno: MCJL Murepusumni I'm6X, Toprysomas kak MCII Hpaanxns (Kapaoy), Hpranans

Cepus npouseonuresis: 0001361445

HJI JITI-003972-050221

PY JI1-003972 or 18.11,2016 (sara 3aMeHbI 05.02.2021)

H BA fi
a"Mfc:?lec::: :guﬁ:ﬁmu TpeGonarms x wavecrsy no HJI PeayabTaTsl AHANHIA _
Onucanue: [po3pay bl WK OnafecuHpyowWnh 0T OnanecunpyiOtiHil GecuBeTHLIH pPACTBOP
feCIBETHOTO N0 CBETIO-KENTOrO UBETA PACTROD
TMoATHHHOCTH
- nemBpos3ymal
Creyqu)uueckas aKMugHocmy JlomeH NPOSRIATS AKTUBHOCTh CooTBeTCTBYET
HODA
Pacnpedenenue 3apada JlooKeH COOTBETCTROBATEL CTAHAADTY CoOTBETCTBYET CTAHAAPTY
Baricoko3hdekTHBHas
HOHOOOMeHHas
XpoMoTOrpapHs
[Mpo3pavHocThb CreneHs OMaeCUEHIIH pacTsopa menee Itanona [V
uenee sTanona [V
LiseTHocTh Okpacka pacTeopa He fonee HHTEHCHBHA, HEM MeHee 3TaIoHa Y's
oKpacka aTanona Ys
pH Or5.2805.8 3,3
MexaHHUCCKHE BIITIOYeHH S
BuauMble MEXaHHYECKHE BHAMNMbIE MEXaHAUECKHE BKJIOYEHHA JOMKHbI OTcyTCTBYIOT
BKIIOYCHHA OTCYTCTBOBATH
Yacruubl =10 Mrm He Gonee 6000 wacTrw/diakoH 124 vacTmml/ guakoH
YacTHUbI = 25 MKM ue Gonee 600 uacTrY/(IakoH 19 gacTH (uakoH
YueroTa
Bricoko3)peKTHBHASA Pacnpenenenue 3apana:
MoHOOOMCHHAS KucsoTHBIe BapHaThl: He Oonee 13,9 % 70%
xpoMaTorpadusa KucnoThslit [1ux 1: He Gonee 9,1 % 6,3 %
«ITpenr aBHEIH» UK HE 6onee 5,0 % 1.8%
[naeubilt nuk: e Mexee 53,0 % 62,4 %
OcHosruti [Muk 1: He Gonee 10,0 % 9,1 %
OcHosuui# [THk 2; ve Gonee 11,5 % 9.8 %
OcHoBHBit BapuanTsl: He Gonee 8,6 % 3.7%
BricokoaddpexTHsHax Monomep IgG: He menee 97.7 % 99.8 %
IKCKAH3HOHHASA
xpomaTorpadus
KanwiapHbi#i anektpotopes ¢ Hepenyunposanusifi 1gG (rnasusiit 1gG): 98,3 %
HJC (3 HEpEXY UMPYIOWHX ne mexee 97,1 %
YCIOBHAX)
KanunnapHsiit anextpodiopes c Penyuupopanibii IgG (Tawensie 1 ACrkie uenm): 97.6 %
HJIC (B penyUnpyOMx ne menee 96.2 % e
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HaumenosaHue noxazareneq
wasecrsa no HI

TpeBopanus K Ka4ecTsy no HI

PelyapTaTel AHAAK3A

YCI0BHAX)

PoacraeHubit MPHMECH
Xpomartorpaga C
rHAPOHOGHBIM
plauMojehcTBHEM
BricokoadifekTHBHAS
IKCKIIOIMOHHAS
xpomarorpadus

Hisnexaemuil ofnem

BakTepriabHbie
IHAOTOKIHHBI

AHOM/LHAA TORCHYHOCTD
CrepHasaocTh

Conepaauze Genka
Y®- crexTpofoTOMETPHA

[Monncopbar-80
BIXX

Crneunrueckas aKTHBHOCTE
HDA

Ynakoeka

MapxkHpoBKa

TIpOMYKTbl OKHCIEHHA:
[lpensapwTesibHbii MK 1+2: He Gonee 10,7 %
TpensapuTenbHbif mak 3: ve Gonee 0,5 %
PoncTBeHHbE COENUHEHUA/MIPHMECH:
BLiCOKOMOEKYIAPHbIE COSAHHEHHA:

He Gonee 2,3 %
HH3KOMOJIEKY.IApHBIE COBTTHHEHH!

e Gonee 0,5 %

He meHee Homuuanbhoro (4,0 Mn/dnaxon)

He Gonee 0,15 ED/mr

JonmeH GbiTb HE TOKCHUHLIM

JTorxkeH BbITh CTEPHIIbHBIM

Or 22,5 no 27,5 mr/mn

Ot 0,10 go 0,25 Mr/mn

Ot 80 % a0 130 % OT aKTHBHOCTH CTAHIAPTHOrO
obpasua nemGponusymada

IMo 4,0 Ma npenapara B0 GrakoH w3 GecuserHoro
crexna Thna 1 (Esp. ®apm., ®apm. CLUA)
ykynopeHiniR - npofkolt w3 XNoplyTHIIOBOTO
Kaywyka, 06uaTbiii aTIOMUHUEBBIM KONNAYKOM H
JamMueH b i uracTUKoBOH KphiKOH.

Mo | ¢nakoHy B KAPTOHHOM [OJLIOKE BMECTE C
MHCTpYKUHeH 1O TNPHMEHEHWIO B XapTOHHOH
nauge. C UENbl0 KOHTPONA NEPBOTO BCKPBITHA HA
KAPTOHHYK MA4Ky HAKIEHBAIOT CAMOKMeALHeCH
CTHKEPbL.

Ha nepsruHOi ynakoske (ITHKETKA takoHa) Ha
DYCCKOM  #3bIKE  YKashiBaioT:  TOProBoe
HAMMEHOBAHWE NPenapara ¢ MpexypeAHTENbHOA
mapkuposkoil ®, MHH. nexkapCTBEHHYIO dopmy,
no3upoBky  (Mr/mm), cnocof  mprMenchus,
npeayNpeauTelbHbIE HaJIKACH: «llepen
NPUMEHEHHEM O3HAKOMbTECh C MpunaraeMolt
WHCTpYKUMEHN, «CreprnbHOY; YCNOBHA
xpaveHun: ofbeM npenapara (8 mn) B | dnaxone,
sorotun dupmsl MSD (rpaduueckuli cuMBOl 1
aG6pesnarypa Ha NaTHHALE), HOMEP CEPHH, NaTy
NPOM3KOACTBA, JIATY OKOHYAHHA CPOKA FOAHOCTH
(«Fomes  noi»),  BHyTpewwmi(e) kon(bi)
ynakoRousoro  komnoHesTa. Ha  3TuKeTKY
HAHECEHB! 3HAKH, 3AILHILANOLIME OT MOAACNOK,
KOTOPHIE MOKHO MPOBEPHTE NMPH HCNOIL3OBAHAK
cneuMansHoro 0BopyIoBaHHA.

Ha xaproxHoli mavyke HA PYCCKOM  fA3bIKE
yKa3LIBAIOT: TOPrOBOE HAWMEHOBARKE Tipenapara
C npenynpeRHTeNbHOR MapKupoBKoH ®, MHH,
neKapeTBEHHYI QopMYy, [AO3HPOBKY {Mr/m),
crocot MPHUMEHEHHA, KOJIHYECTBO (UIAKOHOB B
ynakoske W ofbem mpemapara (B Mmia) B 1
duiakone, cocraB mpenapata Ha 1 ¢dnakoH,
NpeLyNpeixTelbHble  HANMNHCH! «XpaHHTL B

5.4 %
Mesnee 0,2 %

02 %

Menee 0,1 %

4,1 Mn

Meuee 0,15 ED/Mr

[Ipenapat HETOKCHUEH

CrepribHblf

25,1 Mr/™Mn

0,19 mrimn

110 %

[lo 4,0 wMn npenapaté Bo (uakoHe M3
Gecuserdoro crekna THma [ (Eep. Dapm.,
Mapm. CLUIA) ykynopeHHOM npobxofl w3
X10p6Y THAOROTO KayyyKa, obxaToM
AMOMHHMEBLIM KONTAYKOM W 3AUIHIICHHOM
IUIACTUKOBOM KPRITIKOA.

Mo | dnakoHy B KAPTOHHOM NOANOHE BMECTE
¢ HHCTPYKLIMEH NO MPHMCHCHHIO B KApTOHHOH
nayke, C LEJbI0 KOHTPONA [1EPBOTO BCKPHITHA
Ha KaPTOHHYIO nayKy AaKneeHbl
CAMOKIIEANIHECH CTHREPSL

Ha nepsuyHoll yriaKoske (3TMKeTK2 (rakoHa)
Ha DYCCKOM S3hIKE YKA3aHO: TOProBeoe
HaWMeHOBaHWe npenapaTa c
npenynpennTensHol MapkupoBkolt ®, MHH,
nexapcTseHHan Qopma, J03MpoBKa (mr/mi),
cnocof nNpHMEHeHMA, MPEeNyNpeIHTELHbIC
HaJIITHCH: «Ilepen TPHMEHEHHEM
O3HAKOMBTECh C NPUAArAEMOR HHCTPYKUHEH”,
«CTepWILHOY, YCNOBHA XPAHEHWS! obueM
npenapara (B wi) 8 | nakowe, JOroTin
dupMei  MSD  (rpadmuecknii  cHMBON H
ab6peBHaTYpa Ha JIATHHHUE), HOMED CEpHH,
NAT2 MPOM3BOACTBA, AATA OKOHYAHMA CpOKa
roanocte («Tosed 00:»), BHYTPEHHHE KOIbI
YIAKOBOWHOTO KOMMOHeHTa. Ha  ITHKETKY
HAHECEHb! IHAKH, JAIIMIIAIOMHUE OT MOMLIENOK,

KOTOphIE MOAKHO MpOBEPHTH npH
HCNONB30OBAHHH cneuraNLHoTo
aBopy HoBaHKA.

Ha kapTOHHOR navyke Ha PYCCKOM H3bIKE
yKa3aHO: TOProBOe HAWMEHOBAHWE Mpernapara
¢ OpeAynpEAWTeNLHOM —MapKWpOBKOH ®,
MHH, nexapcrseHnad @opma, A0IWPOBKA
(mr/ma), cnocol nNPUMEHEHUR, KONWHECTEO
dnakoHoB B ynakoske W 00beM npenapara (3
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HaumenoBauune noxasateseit
kayecrsa no HJ

TpeGosanns k¥ KavecTsy no HI

PeayabTaTet ananwla

HEIOCTYNIHOM s aeTelt  Mecten, «[lepen
NPHMEHEHHEM 03HAKOMbTECh C nNpWnaraemol
HHCTpyKuMed», «CrepunwHon, «Tonsko ans
O0JHOPA30BOr0 BBEACHHAY, «He wucnons3onats
ocraBiiHica pacTsop s MOBTOPHOIO
BBENICHVA»,  YCTIOBHA  XpaHEHHUR,  YCIOBHS
oTnycka, Jorotun ¢upmst MSD (rpaduueckuit
cHMBOJI K ab6pesuaTypa Ha JATHHKLE), HA3BAHHE

¥ CTpaHy NpOM3IBOLWTENA; HA3BAHME, &MpEC,
tenedow/harc  komnaHnH-ymakosmwmka  (AQ
«OPTATY»); HasBaHWe H CTPaHY KODHAWYECKOro
nuua, Ha HMA KOTOpOro BBIAGHO
pemcrpaunmmoe YAOCTOBEPEHHE, HOMEp
PETHCTPALHOHHOrO  YAOCTOBEPEHHN,  HOMED

CepHH*, JATY NPOM3BOACTBA, HATY OKOHYAHUS
cpoka rtomHoctH («lomen go»), mTpHX-KOA,
BHYTpenHuli(e) Kon(bi) YI12KOBOYHOTO
KOMTIOHEHTa. Ha KapTOHHYIO nauky HaHeceHsl
3HaKH, 3AWHIIAIOWKE OT TOMIEIOK, KOTOpPLIE
MOXHO  TIPOBEPUTH  NPH  HCHOABIOBAHHH
CHELNAThHOTO 060pYI0BAHHA.

*[lpy (GopMMPOBAHWH HOMEpA CEPHH TOTOBOIO
NPOAYKTa K HOMEPY CEPHH, NPHCBOGHHOMY
mpoaykTy «in bulk® # yka3aHHOMY Ha nepBHiHOH
YNMaKoBke, MOryT N00aBASTRCA CHMBOMIBL (DyKBHI
WO UH(PB), NMPUCBOCKHBLIE yrakosuMkoM (AO
«OPTAT»). Takum 0OpaioM, HOMEDP CEpHH,
YKa3aHHbi Ha BTOPUMHOR YNAKOBKE, MOXET
0BT H& HECKOIBKO CHMBOJIOB ITMHHEE HOMEpA
CEpUH, YKA3AHHOTO HA MEPRHYHON YTTAKOBKE,
lipuMeuanye: AONOJIHHTENBHO HA BTOPHUHYH
YOaKOBKY  MOrYT  HAHOCHTLCA  CpeucTsa
WIEHTU DU KALIUH CHUCTEMBI MOHHTOPHHIA
ABHKECHHA IEKAPCTBEHHLIX NPENapaTos,
Mecropacnonowenne s QopMar  CpeacTs
HACHTHDHKALWH MOXET MEHATHCH B
3aBHCUMOCTH or TEXHONOTHYECKHX
ocobenHocTel npoussoacTBa.

mi) B | Qnakore, cocras nperapata da |
(GnakoH,  npemynpeauTeNbHEIe  HAAMHCH:
«XpaHuTh B HEJOCTYNHOM A7 JieTeil MecTen,
«llepen  npAMeHeHWeM  O3HEAKOMBLTECH C
npruiaraeMol HHCTPYKUHEH», «Crepunbhoy,
«Tonbko WA onHopazoBoro ssefennsy, «He
HCTIOb30BATL  OCTABIIMHCA  pacTBOp WIS
TMOBTOPHOIO BBEACHHAN, YCIIOBHA XpaHEHHI,
yCNnoBus OTmycka, NOroTHn ¢upusl MSD
(rpadmyecknii cumBon W aGbpesuarypa wa

TIaTHHHALE), Ha3BaHue H CTpaHa
TPOH3BOAMTENS; HA3BAHMKE, anpec,
Tenedon/pakc kommaHuH-ynakosumka (AO
«QPTAT»); Ha3lpaHHe 7] CTpaHa

IOPUAMYECKOTO /MU, HA UMK KOTOPOro
BRUIAHO PErHCTPALMOHHOE YOOCIOBEPEHHE,
HOMED PErucCTpalMOHHOTO  YIOCTOBEPEHHY,
HOMED CepHH, JaTa nNpOM3BOJCTBA, JaTa
OKOHYAHUA cpoka roaHocTH («loned nao»),
ITPHX-KOI, BHYTPEHHHE KOILI YINaKOBOYHOTO
KOMTTOHeHTa. Ha KapTOHHYIO Mauxy HaHeCeHb!
3HAKK, JAUMIIAIOLUME OT NOLIENOK, KOTOpbie
MOXHO [MpPOBEPHTh MpPH  KCMOTLIOBAHHW
CneuHansHoro o6opynoBanus.
JICTIONHMTENLHO HAa BTOPHYHYIO YNAKOBKY
HAHECCHLL cpenc‘raa HﬂBHTH(IJHKauHH CHCTEMNA
MOHHTOPHHIA  [IBHKEHMS  JIEKApCTBEHHBIX
npernaparos.

XpaHenue

B sammuwenwoM 0T cBeTa Mecte  Ipw
Temneparype or 2 go 8°C. He samopaxnsars. He
BCTPAXMBATE.

CooTBETCTBYET

Cpok roauocTs

2 roga

lopex no: 01.01.2023

3axmogenne: Ilpenapar Kurpyaa® kosueHTpaT A1s NpUroTos/ieHAs pacTeopa 118 Hudy3ui
25 mr/ma ($paakon) 4,0 v x 1 (mauxa xaproanas) cepus 0001361445, ynaxosannbiii AO «OPTAT»,
Poccas, coorsercreyer Tpefosannsam HJ JITI-003972-050221

Havanbunk oraena xonrpos Kavecrsa
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AKUMOHEPHOE OBLIECTBO

ORTAT &}
OPRTAT b8

157092, KOCTPOMCKAR OBNACTD,
CYCAHMHCKUIA PAMCH,
C.CEBEPHOE,

MKP-H XAPUTOHOBO

Tenedon: (4942) 650-805
Ten/dakc. (4942) 650-840
E-mail: Pharm@ortat.ru
www rpharm.com

DO4AIM-CII-02000-57-01

PA3PELUEHHE HA BBIITYCK CEPHH Ne 0270-2021

Toprosoe HanMeHOBaHHe, ekapcTBeHHaA GopMa,
NO3HpOBKa, HopMa BhINyCKa

Kntpyna® koHueHTpar
JUIA TIPUrOTOBNEHHS PACTBOPA ANA HHOY3Hii
25 mr/mn (bnakon) 4,0 Mn X 1 (nayka KapToHHAaA)

MHH, unu rpynnupoBouHoe, WIH XHMHYECKOE [Tembponusymab
Homep cepun 0001361445
Paamep cepuu 14919 ynakoBoK
Iara nponssoacTea 01.01.2021
Topen no 01.01.2023

HaumenoBanue npon3soauTens, crpaxa

MCJI Mureprawnn I'mM6X, Toprytomas kak MCJT
Hpnanaus (Kapnoy), Hpnanaus

Ynakosuwuk/Beinyckalowmi KOHTPO/Ib KauecTea,
cTpaHa

AO «OPTAT», Poccusa

Homep 1 nata perucTpauHOHHOTO YAOCTOBEPEHHA

JI-003972 ot 18.11.2016
(mara 3amens 05.02.2021)

HanMeHoBaHHe NepiKaTeNA PErHCTPALIMOHHOTO
YAOCTOBEPEHHS, CTpaHa

000 «MCJl ®apmacsioTukancy», Poccus

Homep HopmaTHBHOI J0KYMeHTALHH

JIT1-003972-050221

Hacrofwuum mnoaTBep:kaal, 4TO AaHHAA Cepus

NpONYKUHH TNpOM3BEleHa W NpoBepeHa B

COOTBETCTBHH C TpefoBaHMAMH perucTpauloHHoro aocbe, Tpebosanusmu [lpukasza MunucTepcTBa
NpoMBItLNIEHHOCTH W Toproenu PO ot 14 uions 2013 r. N 916 «O6 yreepxaennu INpasun Hapnexaweh
npoussoncTsenHod npaktHky(GMP), nuueHsHelt Ha NpOM3BOJCTBO IEKAPCTBEHHBIX CPEACTB, & TaKKe
HHBIMH TpeGOBAHHAMM, YCTAHOBAEHHBIMH HOPMATHBHBIMHM NPaBOBbIMH akTamn Pocchiickoit @enepanmy,

nepes ee BLIMYCKOM.

3anucH No NpOM3BOACTBY M KOHTPOJIO KAUeCTBA OAHHON CepHH MOTOBOH NMPOAYKUMH [POBEPEHBI H
ycraHosieHo cootsercTeHe TpebGoBanuam [paBun Hauiexalued nponseoacTeeHHoH npakTHkH (GMP).

YnonHoMoueHHOe MLO: 3natoycrosekHii I.10. \i/ Ll L 17.09.2021 r.

NOANUCH

[pukas Munsapaea Poccuu 06 atrectaunn YnonnomouerHoro nuua Ne 399 or 23.04.2021 r.
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DEAEPAADHAS CAYXEA O HAAZOPY

«CBegeHuns o BBOAE B rpaxaaHCcKui od

opoT B Poccuiickon de

AePaLnmn neKapcTBeHHbIX

CPEACTB NO COCTOAHMIO Ha 22.09.2021 11:45»
B {pEPE SAPABOCPAHEMMA
Opranmanua,
Hava znecenns » Toprosoe Mpoussommren Hopmaruenan BbUTYCTHBINAR B Homep Homep, sara
AHC TR (BbInyCKalommn Crpana Caenienns o cragnsx IPOH3BOJICTBA i i A cepiun, pajpewenns
Pocanpasuamopa . KOHTPONIL) ony P cawa?: napTHH nwa HJIN
AKIHOHEpHOe obtmecTso "OPTAT" (AO
Kitpyna®: OPTAT"), Pocens Qnﬁagxﬁﬁnncwmim
) (BTOpHUBAs/TPeTHUHAR ynakoska)); MCJ1
KOHIEHTPAT : - DL
. >\rc=$:nv=:,. :_Snvqu:u\ I'MGX, ropryiomas kak MCJ]
17.09.202 . : - obmecTro X Hpaanams (Kaprnoy), Hpaanans 397203022 . - -
09.2021 WM_HMHM_. w«”q__ﬁvw “_”—. "OPTAT" (AQ Pocens (MpousponsTe s (rovosod Jf ®): MCTT JII-003972-05022 | AO "OPTAT 0001361445
3 i "OPTAT™ Huteproumn M'm6X, Topryomas kak MCJ|

chnakoss (1), naukn
KAPTOHHbE/ ~

Hpaanmua (Kapaoy), Hpnanana
(¥ nakosmmk/hacopimmk (s NEPRHYHYIO
YNAKOBKY})




