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NACNOPT KAYECTBA

HaumeHoBaHWe
Bua ynakoBku

Koa: 3M5-CON-N03-01-035/6 |

Ne 15RB2

Bepcaso®, KOHUEHTpaT ANA NPUrOTOBNEHURA PacTeopa AN UHY3NA, 25 Mr/imn
Mo 4 mn npenapara eo ¢nakoHbl U3 BecuseTHoro crekna | knacca (USP) no ISO 8362-1,
yKynopeHHble pe3auHoBbIMU Npobkamu, obxaTtble anloMUHUEBBIMU KONNaykamMu C npego-
XpaHUTENbHBIMA NNACTUKOBBLIMKW Kpblledkamu, Ha cdnakoH HakneeHa atukeTka. Mo 1
nakoHy BMECTE C HCTPYKLUUEA NC NPUMEHEHUIO B NAYKY KAPTOHHYIO

Homep cepun 050623 Flopen no 05.2026 (31.05.2026)
Aata nponiBoacTBa 05.06.2023
Konu4ecTBo B cepun 24891 YN - -
UcnbiTanua (aHanuabi)
nposeaeHsi no HO J1N-007208-220721, nam. Ne1 2.3 e

JIN-007208 or 22.07.2021. [aTa BHeceHnA nameHeHuin B PY
PerucrpauMoHHoe yAOCTOBEpPEeHHe 20.12.2021

MoxazaTensb Hopmb! Pe3ynbTaTbl UCNLITAHWA
Onuchue Mpospaunan wnu onanecumpyiwan, becuserHans | Onanecuwpylowjas, Cnerka kKOpUIHesaTan
WM Cnerka KOpUYHeBaTan XuikocTh HKAAKCCTb

MognuHHOCTL:
Besauwaymab

MenTuaHoe kapTupoBaHue

(O6pawerHo-thalosan
BIMX)

XpomaTorpauveckuid npodune WCNLITYEMOro pac-
TBOpa AomkeH Bbith conoctasum ¢ npocdunem pac-
TBOpa CTaHpapTHoro ofpa3uya Gesauwsymaba no
HaNU4UIO XapakTepHbiX nenTtwaos. OTHoOCWUTENnbHOE
CTaHAapTHOe OTKNOHEHWE OTHOCHTeNbHLIX NNoLWa-
Aen pedeperchbix nukos HC23, LC1, HC2, LC2,
LC5 u HC13 Ha xpomartorpammax MCNbITyemoro
pacTeopa u pacTeopa crtasjapTHoro obpaaya Gesa-
yuaymaba He J0onKHo npessiwaTte 20 %

Hedtpanuaauva dcaktopa | Mpenapar gomkeH HEWTpanuiceaTh gencTeue dax-
pocTa 3HACTENWA COCYAOB | TOpa POCTa IHAOTENWA COCYAOB HA KyNsTYPE KNETOK
Ha KynbType knetox HUVEC | HUVEC

WonooBmennan BIXX

Xpomarorpadm4eckuii npobunb WCNBITYEMOro pac-
TBOpa ACMKEH COOTBETCTBOBATb NPOMUNID pacTso-
pa craHpaptHoro ofpasua GesauwaymaGa, Bpems
YACPXMBAHWA OCHOBHOrO NUKA HA XpOMaTorpamme
WCNLITYEMOre pacTsopa ACMKHO OTAMYATBCA OT
BpeMEHN YAGPKUBAHMA OCHOBHOMO NWKa Ha Xpoma-
TorpaMMe pacTBopa cTaHjapTHoro obpasya Gesa-
uusymaba He Gonee, yem Ka 10,5 MuH

Xpomatorpadudyecknii Npocbuns WCNLITYEMoroe
pacTeopa cOnocTaBum C npodunemM pacreopa
cravpaptHoro o6pasuya OesaumaymaGa no
HanWYnID XapakTepHbix nenTwaoB. OTHOCK-
TENLHOE CTaHAapTHOE OTKIOHEHWE OTHOCK-
TeNbHbIX NNowaged pedepeHCHbIX NUKOB
HC23, LC1, HC2, LC2, LCS n HC13 Ha xpoma-
Torpammax MCNbITYeMOro pacrteopa W pactecpa
cranaapTHoro obpasua Gesauyusymaba He npe-
Boiwaet 20 %:

%RSD HC23 = 2%

%RSD LC1 = 4%

%RSD HC2 = 6%

%RSD LC2 = 2%

%RSD LC5 = 4%

%RSD HC13 = 1%

Mpenapat He#dTpanusyer gedcrsve dakropa
POCTa 3HAOTENNA COCYADB HA KYNbTYPE KNETOK
HUVEC

Xpomarorpauyeckuit Npodunb MCNLITYEMOro
pacTeopa COOTBETCTBYET npodunio pacrecpa
cranpapTHoro obpasua Gesauwaymaba. Bpems
YAEPKWBAHWUA OCHOBHOMO NWKa Ha Xpomaro-
rpamMme MCNLITYEMOro pacTeopa OTNWYaeTCA oT
BPEMEHU YAEPHMBAHWUA OCHOBHOMO NMKa Ha
XpOMAaTorpaMme pacTeopa cranpgapTHoro o6-
pasua Gesaunaymaba He Gonee, vem Ha £ 0.5
MiH (0,03 mMun)

OnanecueHuus pacTBopa He AO/KHA NpeBbILATb

OnanecueHunn pacreopa He NpeBbiLLaeT

Mpo3apaunocTe onanecuexuwio atanoxa il onanecueHumio 3vanona il

UeeTHocTs Pacteop gonxeH ObiTe okpawed He Gonee uHTeK- | PacTBOp OKpalleH MeHee WHTEHCUBHO, YeMm
CUBHO, YeM 3Tanok Be aTanoH Bs

pH 071598063 6.2

WUaenekaemuiti 0b6bvem

He méHee HOMUHANBHOIO

Bonee HomuHanbHoro (4,3 mn)

OCMONANBHOCTL 275 + 40 mOcmikr 281 mOcm/xr
MexaHuueckne
BKNIOYEHUA
Buaumble MeXaHWYECKNe BRNIONEHUA

BMAI{IMble YacTuibi BHAHMH& MeéXaHruyeckue BKNoYeHnA OTCYTCTayIO‘r OTCYI’CTBVIOT

YacTuypl paamepom z 10 mkm: 81
SIS HBCTHLS He Gonee 6000 Ha dnakoH

YacTuus: paamepom 2 25 mkm: 0

He Gonee 600 Ha dnakoH

MoHomep — He MeHee 94 % B pa3baenexHom of- 98 %
BeicokomonekynspHeie pasye, °
npumecu cymMma arperaTtos — He Gonee 8 % B HepaibasneH- 39

Hom oBpaaue.
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MNoxazarens

Hopmbi

PesyneTaTh! MCNLITAHKA

Pacnpeaenexue naogopm

Mnowasb OCHOBHOrO NUKa AOMKHA COCTABNATL He
meHee 51 % oT cymmbl nnowasei scex nukoe Se-
Baunsymaba;

CYMMapHasa NNowWage NUKOB KMCAOTHBIX M30GhopM
Gesauuaymaba gormkHa cocTagnaTe He Gonee 36 %
OT CyMMBI NNowWaaei Bcex nukoB Geeaunaymaba

Mnowaae ocHoBHOro nuka coctaanser 73 % or
CymMbl nnowagen scex nukos Gesaunsymaba;
CYMMapHaa nAoWajb NUKOB KMCHOTHLIX M30-
¢opm Gesaumaymaba coctasnser 24 % ot
CyMMbI Nnoljagen ecex nukor Geeaunaymaba

Cneuudmyeckue npumecu Cymma TAXENbIX W Nerkax uenei — #e mexee 95 % 99 %
GOF - o7 58 g0 91 %; 70 %

Tnukanosslit npocuns CyMMa ahyKO3UNUPOBaHHLIX COBAMHEHWUA — OT 2 A0 5%
6%

CrepunsHocTh AonxeH GbiTh CTEPUNBbHLIM CrepunsHo

Baxrepuansrwe

IHAOTOKCHHI He 6onee 0,3 E3/mr 6esaunaymaba 0,0200 ES/mr

f::c:::;:::' HonxeH 6biTb HETOKCUYHBIM HeTvokcuyHblit

Konuuecraenxoe

onpeaenexve Ot 23,0 a0 27,0 mr/mn 26,1 mr/mn

Gesaunaymaba

Konuyecreennoe

onpeaenexue Ot 0,20 po 0,60 mr/mn 0,34 mr/mn

nonucopbara 20

Cneunduueckan Ot 80 % a0 125 % oT aKTMBHOCTH CTaHAApPTHOrO | 85 % OT AxTHBHOCTH cranagapTHoro obpaaua

AKTMBHOCTb obpasya 6esaunaymaba Gepauwaymaba
Mo 4 mn unu no 16 mn npenapata 80 GNaKoHbl U3
GecuseTHoro cTexna | xnacca (USP) no 1SO 8362-1
(SHOTT Pharmaceutical Packaging, Poccus wnu | Mo 4 mn npenapata Bo nakoHe u3 Gecuyeer-
Klasspack Pvt. Lid., Mkausa), ykynopeHHsie peauHo- | Horo crekna | knacca (USP) no 1SO 8362-1,
8eimu npobramu (Daikyo Seiko-West Pharma, fino- | ykynopeHHbie peauHosbIMK Npobkamu, obxaTuie

P S— HWA), OOXaTbie AanIOMUHMEBLIMKM KONNAYKAMK C | ANIOMUHWEBLIMA KONNAYKAMK C npeaoxpaHu-
NPEAOXPAHWTENbHBIMU NNACTUKOBLIMU KDLIWEYKAMM | TEMbHLIMA NNACTAKOBBIMU  Kpbiweukamu. Ha
(Datwyler Pharma, Mepmanus). Ha chnakoH Hakneu- | hnakoH HakneeHa aTukeTka.
BaOT aTUkeTKy (FTOCT 7625-86). Mo 1 onakony BmecTe ¢ UHCTPYKUME#H NO
Mo 1 chnakoHy eMecTe ¢ MHCTPYKUMER No npumeHe- NPUMEHEHMIO B NaYKY KAPTOHHYIO.
HUIO B Navky kapToHuyw (FOCT 33781-2016 wnm
rOCT 32096-2013).
Ha nepeuuKoi ynakoske (Ha aTukeTke nakona) Ha | Ha Nepeu4HON ynakoske (Ha aTukeTke ¢nako-
PYCCKOM A3bIKE yKa3biBaOT: Ha) Ha PYCCKOM A3LIKE YKa3aHo:
TOProBO@ HAaMMEHOBaHWe NpenapaTa C Npeaynpeaw- | TOProBoe HauMEHOBAHWE npenaparta C npeay-
TeNeHOW Mapkvposkoi ®, MexayHapogHoe Hena- | npeauTensHom Mapkuposkod ®, mMexayHapoa-
TEHTOBAHHOE HAaWMEHOBAHME, KOHLEHTPAUWID B | HOE HEeNaTEeHTOBAHHOE HAUMEHOBAHWE, KOHLEH-
Mr/Mn, nexkapcTBexHyio hopmy, o6bem COAePHUMO- | TPaUMA B Mrimn, nexapcreeHHas opma, o6uem
o 80 (pnakoHe, KONUMECTBO AESACTBYIOLIErO BEINE- | COABPKUMOTO BO (hNAkOHe, KONMYECTBO AeR-
CTB2 BO hNakoHe B Mr, NyTb BBEAEHWA, NPeaynpe- | CTBYKLWEre BEWECTBa BO thnakoHe B mr, nyTb
AuTEnbHbIe HAANUCH («[lNA NPUMEHEHWA 8 CTauKO- | BBEAEHWA,  NpeayNpeaMTenbHbie HaanucK
Hape cneuuanucToMm.», «He ecTpAxmeaTts.»), ycno- | («flnA npumeHeHus B CTauwoHape cneuuanu-
BUA XpaHeHus, Hagnuce «CTEpUNbHO.», HAUMeHO- | CToM.», «He BCTPAXMBATL.»), YCNOBUA XpaHe-
BaHWe W CTPaHy AepxaTena perucTpaunoHHOro yao- | HuA, Hagnuce «CTEPUNLHO.», HANMEHOBAHUE W
CTOBEPEHWA / NPOUIBOAUTENA NEKaPCTBEHHOMO Npe- | CTpaHa AepXaTens PErucTPaUMOHHOro YAOCTO-
napaTa, ero TOBapHbIA 3HAK (KUPUNNNUER), ToBap- | BEPEHWA / NPOM3BOAUTENA NekapcTBeHHOr
Hbiit 3HaK «/1-p Peaawn'c NaGopatopuc fMra.» (natu- | npenapara, ero TOBaPHLIA 3HAK (KUPWNNUUER),
HULEHA), HOMEp Cepwk, AaTy NPOUIBOACTRA, AATY UC- | TOBAPHLIA 3HAK «f1-p Pepaw'c NaGopatopuc
TeYeHUA CpOKa rOoAHOCTWM, TexHonoruyeckne wnu | Nlva.» (naTuHKyen), HoMep cepun, Aarta npou3-

MapkupoBxa MPOMIBOACTBEHHLIE OTMETKW (NP HEOGXOAUMOCTH). | BOACTBA, AaTa UCTEYEHUA CPOKA FOAHOCTH.

Ha BTOpM4HOR ynakoske (Ha Nauke KapTOHHOW) Ha
PYCCKOM A3bIKE YKa3biBAKOT:

TOproBoe HaWMeHoBaKWe npenapara ¢ npeaynpeau-
TeNLHOW MapkupoBkoi ®, mexayHapogHoe Hena-
TEHTOBAHHO® HAUMEHOBAHMWE, KOHUEHTPauwio 8
mr/mn, nexapcreexHy dopmy, Haanuck «Crepune-
HO», KONUYECTBO (hnakoHOB B ynakoske, o6wem co-
AePXVMOro BO gnakoHe, KONWYECTBO JeACTBYOLLE-
ro pewecTsa Bo ¢hnakoHe B Mr, COCTas npenapara,
NyTh BBEASHUA, YCNOBUA XPaHEHWR, npeaynpeau-
TenbHble HagnNucu («XpaHuTe B HEAOCTYNHOM ANA
AeTeh mecte.», «flepes npumeHeHMeM npenapara
O3HAKOMbLTECh C MNPUNaraeMol  WHCTPYKUWEeR.»,
«pumennaTe No HasHaveHuio Bpaya.», «MpenapaT
npeaHasHayeH ANA NPUMEHeHUA B CTAUMOHape cne-
uManucTom.», «He BCTPAXWBATL.»), YCNOBWA QTNyC-
ka, Haanuck «Mpenapar Npon3sBeAeH C KCNoNb3oBa-

Ha eTopuuHo#t ynakoBke (Ha nauke KapTOHHO)
Ha PYCCKOM A3bIKE YKA3aHO:

TOproBoe HauMeHOBaHWe Nnpenapara ¢ npeay-
npeauTensHon Mapkuposkoi ®, mexayHapoa-
HOE HeNaTeHTOBaHHOE® HAWMEHOBAHWE, KOHUEeH-
TPauwna B MrIMN, nexkapcTeeHHas chopma,
Hagnuce «CTepunbHo», KONUYECTEe NAKOHOB
B ynakoske, o6uemM coaepxMMmoro Bo dnaxkoxe,
KONMMYECTBO AEWCTBYIOWEro BewecTsa 8o gna-
KOHE B MI, COCTas npenapara, nNyTb BBEAEHUA
YCNOBMA  XpaHeHWs,  NpeaynpeauTencHble
Hagnucy («XpaHuTb B HEAOCTYNHOM ANA AeTeW
mecte.», «flepes npumeHenuem npenapara
O3H3KOMBTECH C NPUNAraeMol WHCTPYKUNEW.»,
«TpUMEHATL Ne HadHaueHmio Bpava.», «Mpena-
PaT NpeaHasHaveH ANA NPUMEHEeHUA B CTALMO-
Hape cneuuanuctom.», «He BCTpAXUBaTL.»),
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HUeMm TexHonoruu pexoMGuHanTHoW [HK », Hagnuch | ycnoeua oTnycka, Hagnuce «[lpenapat npoua-—
«® - 3aperucTpUpPOBaHHLIA TOBAPHBIA 3HAK.», HOMED | BE4EeR C WCNONb3OBAHUEM TEXHOMOTUM PeKoM-
CBuAeTeNLCTBAa O PErucTpauwM TosapHoro aHaka, | SuvanThon AHK.», Hagnuce «® - 3aperucTpm-
PerucCTPaunoHHbIN HOMED, HAWMEHOBAHNE U CTPaHy | POBAHHBIA TOBApHLIA 3HAK.», HOMEp caupe-
AepXaTens PpPerucTpayuoHHOr0 YAOCCTOBEPEHWA [ | TeNbCTBa O PerucCTpauMM TOBAPHOro 3Haka, pe-
NPOM3BOAWTENA NEKapCTBeHHOTO Npenapara, ero | MMCTPaUWOHHLIA HOMEpP, HaUMEHOBaHWE U CTpa-
TOBApHbLIA 3HaK (KMpUNNULER), TOBapHLIA aHaK «1-p | HA AepXaTens PerucTpauvoHHOro yaocrosepe-
Peaawn'c NaGopatopuc flva » (natuHuuen), wmpux- | HUA / NPON3BOAWTENA NEKapCTBEHHOro npena-
KOA, wrpnx-koa B copmare DataMatrix, rnoBane- | para, ero TopapHbii 3HaK (kMpunnuuen), Tosap-
MBI MAEHTU(UKALMOHHBIA HOMED TOProsoit eaAMHW- | He 3anak «f-p Peaaw'c NaGopatopuc Ntg.»
ubl («GTIN»), HOMep cepuu, AaTy NPOMIBOACTBA, | {NAaTUHWLEN), LWUTPUX-KOA, WTPHX-KOA B opma-
AaTy UCTEYEHWUR CPOKa rOAHOCTH, UHAUBMAYaNbHLIA | Te DataMatrix, rnobancHeii MAEHTUDWKALWOH-
CepuiHbIi HOMEP TOProson eanHuLbl («S/N»), Tex- | Holil HoMep Toprosow eauHnubl («GTIN»), Ho-
HONOIUMECKWE WNW NPOU3IBOACTBEHHLIE OTMETKW | Mep CepuwW, AaTa NPOMIBOACTBA, AaTa ucreve-
(npu HeobxoaWMOCTH) HWA CPOKa rOAHOCTH, MHAUBWMAYANLHBLIA CEPUA-
[ononHUTENbHO HAa BTOPWYHOW YNakoBKe (HA Nauke | Hbl HOMEP TOProeod egnHULb! («S/N»).
KapTOHHOW) HAa aHrNWMICKOM A3bIKE YKa3blBalOT: Top- | [lONONHATENEHO HA BTOPUYHOR ynakoBke (Ha
rOBOE HAWMEHOBAHWE npenapara, MeXAyHapoaHOe | Nauke KaPTOHHOM) HAa AaHrNWACKOM A3blKe ykala-
HENaTeHTOBaHHOE HAUMEHOBAHWE, KOHLUEHTPAUKIO B | HO. TOProBOE HAUMEHOBAHWE NPENapaTa, Mex-
Mmr/mn, nexapcresenHylo qopmy, Hagnuce «Steriler, | AyHapoAHOE HENATEHTOBAHHOE HAWMEHOBaHUE
konu4ecTso nakoHoB B ynakoBke, obbem codep- | KOHUEHTPaUWA 8 Mr/MN, nekapcTseHHan dopma
XKUMOro BO (pnaxoHe, KONMUYECTBO AeWCTByOWero | Hagnuce «Sterile», konuuecTBo cnakoHoe B
seuecrea Bo pnakoHe B Mr, CHMBON peuenTypHoro | ynakoske, obbem coaepxumoro Bo dnakoHe.

npenaparta «Rx». KONUYeCTso AencTByoLiero BewecTsa 8o dna-
KOHE B Mr, CUMB8ON peuenTypHorQ npenapara
- «Ry». ]
Mpu Temneparype ot 2 40 8 “C B JaLyMLEHHOM OT
XpaHenune CBETa MEcTe. Cootsetcreyer |
He samopaxueaTh N B
Cpok rogHocTH 3roaa Cootsercrayer '
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3AKNKOYEHHUE:
[aHHas cepus npenapara yaosneteopset Tpeboeanusam JIM-007208-220721, usm. Ne1,2,3.
: A iR
HauansHuk OKK/M WBaHosa T.B. [ el ARPE 4oA B
DonxHocTe 17 Te) "_Adanuce s Data j
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