DAPMA Bl NAPK

000 «APMANAPKOS
117246, Mockea, HayuHbi np-4, 4. 8, cTp. 1
Ten. +7495411-85-94, chakc: +7 495 644-37-97
www.pharmapark.ru  info@pharmapark.ru

ITACHIOPT Ne IIBII-25-088

HaumenoBanue nexapcteeHHOro Ananumymab

Cpencrea

MHH/ rpynnupoeounoe Ananumymab

HAUMEHOBaHHE

Dopma Bbinycka PacTBOp Aust NOAKOXKHOTO BBeaeHus, 40 mr/0,8 M (wmnpuu) 0,8 mn
% 2 (nauka KapToHHas)

O6beM cepuH, THN YNaKOBKH 1055 ymak. x 2 mmp. x 0,8 mn

Homep cepun 190825

JlaTa u3rotoBneHus 08.2025

Cpok rogHocTH 2roaa

Tlonen oo 07.2027

VYenoBus XxpaHenus ITpu Temnepatype ot 2 /10 8 °C B OpUrHHANBHO#M yHakoBKe.
He 3amopaxkuBarts.

Venosus TpaHcnoprupoBaHms Ipu Temnepatype ot 2 110 8 °C B OpurMHANBHO#M ynakoBke.
He 3amopaxuears.

Henpiranus nposenens: no HIJ JI1-Ne(004227)-(PT-RU)-090124

PerucTpaiiMoHHOE yI0CTOBEpEHHE JIT1-Ne (004227) - (PT-RU) Jlara peructpaums: 09.01.2024

[TpouzroacTeo rororoi

JIEKAPCTBEHHOH (OpMBbl AkunoHepHOe o6uecTBo «P-Dapmy» (AO «P-Dapmy), Poceus,

Ileppuynas ynakoska Slpocnasckas o6, r.0. r. Spocnasns, r. Sipociars, yi. 'pomosa, a. 15

Bropuunas ynakoska

O6wecTBo ¢ orpanuyeHHO# oTBeTcTBeHHOCTEIO «DAPMAIIAPK»
Brimyckaronmii KoHTpons kavecTsa (000 «®@APMAITAPK»), Poccns,
r. Mocksa, Hayuneiit npoesp, 1. 8, cp. |

Haumenosanue Meroa HCNBITAHKS Crneunduxanus PeayabTaTe! HCNBLITAHHH
noKasareei ;
Ommcanne Bmsyaneusiii Onanecumpyromas 6ecuperHas Wi Onanecuupyiomas
KOPHYHEBATOr0 LBETA AKHAKOCTh GecLBeTHAS KHAKOCTL
Hnentuduxaums IMenTunHOe KapTHpOBaHHE, Ipoduns xpomatorpamms Cootrerctryer
METO/IMKA NPOH3BOIUTE A HCTILITYEMOTO PacTBOpa JOJKEH

COOTBETCTBOBATE MPOGHII0
XPOMAaTorpamMMbl CTAHAAPTHOrO

pacTBopa
Bronoruveckuii Meton Ha IIpenapar nomxen o6nagars CootsetctByeT
JIMHUH KJIETOK, METOAHKA cneundHIecKoii AKTHBHOCTHIO B
NPOH3BOAMUTESIS Tnpeaenax yCTaHOBIEHHBIX HOPM

©505-COI1-4-115-01. IMacniopr Ne [TBI1-25-088 Anannmyma6, PacTBOp Z/IA NOJKOKHOTO BBEACHMA, 40 Mr/0,8 Mmu1, cepus 190825,
Crpanuua 1 w3 5. Jlata semuckn 24.09.2025.

H. A. Yexranoea 24.09.2025 17:50
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DAPMA el NAPK

000 «®APMATMNMAPKO>»
117246, Mocksa, HayuHbiit np-g, 4. 8, cTp. 1
Ten.:+7 495 411-85-94, chac: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
Haumenosauue Merton ucnbiTanus Creundurauus PesyanTaThl HenbITaAHMI
noKasaTeaeH it
Wnentuduxanms HonooGmennan [pouns xpomaTorpammsl CootsercTByeT
xpomarorpadus, MCTILITYEMOTr0 PacTBOpa A0JKEH
METO/IMKA MPOM3BOIUTENS | COOTBETCTBOBATH MPOGHIIO
XpOMATOrpaMMbl CTAHAAPTHOTO
pacTeopa. Bpemsa ynepxusanus
OCHOBHOTO IHKa HA XpPOMATOrpamme
HCNBITYEMOT0 PACTBOPA AODKHO
COOTBETCTBOBATH BPEeMEHH
YHACPKHBAHUA OCHOBHOI'O MHMKa Ha
XpOMaTorpamMme CTAHAAPTHOrO
pacTBopa.
Pasnuna cpennnx 3uaueHnii BpeMeH
YAEPKUBAHHA OCHOBHOI'O MHKA HA
XpoMaTorpamMmax HCIbITYeMOro H
CTaHIAPTHOT'O PACTBOPOB JOJIKHA
cocTaBnATE Menee 1,0 Mmun
ITpo3pautocts Bmyanbhbiit, [® PO, IIpenapar fo/keH HMeTh CTeNneHb Crenens onanecHeHIMH
OEADC onajiecueHUHy He Gonee stanona IV MeHee dTanona IV
LiseTHOCTS Merton 2, I'® PO, OxpammBanye npenapara He JODKHO He npeBsimaet okpacky
GEADC NPeBBIINATE OKPACKY 3TAN0HA B Jranona BS
pH [Torenunomerpruaeckuii, | O14,9 10 5,5 52
I'd PP, DEADSC
Mexannueckue
BKJTIOUEHHS:
1. BHAHMBIE YaCTHIIBI 1. BusyanbHsiii, ['® PO 1. B cootBercTBuu ¢ TpeGosaHuaME CooreetcTRyeT
2. HeBHIHMMBIE YacTHIB! | 2. CueTHO- 2. Yacrun pasmepom > 10 MM — He
toTomeTprIeCKiii, Gonee 6000/mmpu; 769 wacTuiy/mnpun
I'®e P, PEADC YacTuil pa3mMepom > 25 MKM — He
Gonee 600/wmpui 12 vacTuy/mnpun
TMonucopbar 80 B32XX, metonuka O710,8 no 1,2 Mmr/mn 1,0 Mr/mn
NPOH3BOAMTENA
Uncrora. Kanunnspusiii ress- CymmapHoOe copepxanue 1erkoi u
Pozacreenusie anexTpodopes B TAKEIOH ueneil J0/KHO COCTABIATE He
COEMHEHNA U BOCCTAHARTMBAIOIMX MeHee 95,0 %; 96,9 %
MNOCTOPOHHME MPHMECH | YCIOBMAX, METOINKA Conepxanue 1060t e TMHAYHOMN
NPOH3BOANTENS NPHMECH J0JKHO COCTABIATE o
He Gonee 1,5 % 0.6 %
KanunnsapHsiit ress- Conep:xanie MOHOMEPa A0MKHO
3nexTpodopes B COCTaRnATH He MeHee 92,0 %; 96,5 %
HEBOCCTAHABJIMBAIOIIHX Conepxanue mr060it enuHUIHOMK
YCIOBHAX, METOAMKA NPHMECH J0JKHO COCTARATh 1,8 %
M3BOIMTENA He Gonee 6,0 %
Sxckmo3noHHas BDKX OrHocuTenbHOE CoZlepXkaHue MOHOMEpa
(rene-punsTparms), AOJDKHO COCTaBrNIATh He MeHee 98,0 % 99,3 %

METO/IMKA IPOH3BOLUTENS

®505-COTI1-4-115-01. TMacniopr Ne [1BI1-25-088 Anamam

Crpannna 2 u3 5. Jlata seinncky 24.09.2025.

yMab, pacTBOp U1l OAKOXKHOTO BBeAeHNS, 40 Mr/0,8 M1, cepus 190825,
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«®APMANAPK»

117246, Mocksa, HayyHbiit np-g, 4. 8, cTp. 1
Ten.: +7 495 411-85-94, chakc: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
Hanmenosanue Metoa ucnsrranns Creundurauns Pesyabrarsi
nokazatesneii HCNbITAHHH
Yucrora. Honoobmennas OTHOCHTeNBHOE Co/iepKaHHe
Poncreennsie Xpomatorpadus, METOAMKA | OCHOBHOTO M MOCT MMKOB IOJKHO GbiTh | 73,0 %
COEIHHEHHA H MPOU3BOANTENA He Menee 70,0 %
MIOCTOPOHHHE PHMECH
Inukanoseiit npodpune | Hopmanbro-aszosas BOXKX, | Ha xpomatorpamme UCIBEITYEMOT0
METOHKA NPOH3BOAMTENSA pacTBOpa A0/KHbI HAGMOAATECA THKH
TJIHKAHOB ¢ OTHOCHTEIbHBIM
CONEpKAHUEM:
He(yKO3NNHPOBAHHBIX [TIHKAHOB —
He MeHee 2,9 % 3,9%
ranaKTO3HIMPOBAHHBIX TTHKAHOB —
He MeHee 14,8 % 31,6 %
rnvkasa Mans — ne Gonee 6,3 % 2,0%
H3enexaemsiii o6bem I'® PO, DEADC B coorseTcTBHHU ¢ TpeGOBAHUAME CoorserctByeT
OcMonAnbHOCTH Kpuockonnyeckuii, Ot 285 no 340 MOcm/kr 291 MmOcm/kr
I'® PP, PEADC
bakrepuansusie KauecTBenHsIif rens-rpom6 He Gonee 1,2 E3/mr ananumymaba Mesnee 1,2 ED/Mr
IHJIOTOKCHHBI TecT (MeToa A), afanumymaba
I'd PO, DEADC
AHoMasnbHas buonoruyeckui, [Ipenapat nomien GbITh HETOKCUYHBIM | HeTokcuden
TOKCHYHOCTh I'd PO, DEADC
CrepansHOCTS Metoa memOpanHoit Ipenapat nomxen GuITH CTEPHIBHBIM Crepunen
(unsTpaLmy,
['d PO, PEADC
Benok CnekrpodoTomeTpuyeckmii, Ot 45,0 go 55,0 Mr/ma 50,6 mMr/mn
I'® PO, DEADC
Crnemnduyeckas Buonoruueckuii meron Ha 014,00 x 10° ME/Mn 4,38 x 10° ME/Mn

AKTHBHOCTb (in vitro)

JIMHHH KIETOK, METOJHKA
MPOM3BOAHTEISA

10 6,25 x 10° ME/mn

®505-COI1-4-115-01. Macnopt Ne [TBIT-25-088 Anamum

Crpanuna 3 u3 5. Jlata eemuckna 24.09.2025.

ymal, pacTBoOp Juis MOAKOKHOTO BBENCHNS, 40 Mr/0,8 M, cepus 190825,
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WAPMA el NAPK

000 «c®APMANAPK>
117246, Mocksa, HayuHbiii np-4, 4. 8, cTp. 1
Ten.:+7 495 411-85-94, chac: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
HaumeHoBanue Meron uenbITanus Cneundurauus PesysanTaThl HenbITaHAN
noxKasatenei
Vnakoska ITo 40 Mr ananumymata B 0,8 Ma pacteopa (50 mr/ma) | TTo 40 mMr azanumymaGa s 0,8 M pacrsopa (50 mMr/mm)
B lUNpHIAX BMECTHMOCTEIO | M1 W3 crexna | | B mnpuHuax BMecTHMOCTBIO | M H3 CTeKna
THAPOIHTHYECKOTO  KNacca ¢ MHTErpHpOBaHHON | I THAPOIHTHYECKOTO KJIACCa ¢ HHTETPHPOBAHHOM
HI7IOH,  3aKPBITOH  3AMTHBIM  KOJMNAYKOM M3 MIJI0H, 3aKPBITOR 3ALIHTHBIM KOMTIAYKOM U3
/IACTOMCPHOI0  MATEPHANA ¢ JOMOJHMTENBHBIM | 31ACTOMEPHOTO MaTEpHaNA C AOTIOIHHTENLHBIM
BHCIIHUM  NONHOPONHJCHOBRIM  KOJANAYKOM, C | BHEIIHAM NOJIHNPONHICHOBLIM KOINAYKOM, C
anacromepHoii  npofkoif W HOAMOpPONMICHOREIM 3MacTOMepHOH Mpobkoii M noAMIPONKUIEHOBBIM
NOPLIHEM. NOPIIHEM.
Ha xaxzom wnpuue nakieena camoknesmascs | Ha K@XI0M INpPHLE HAK/IeeHA CaMOKIesIasca
ITHKETKA, ITHKETKA.
Mo 2 manonmenHIx wnpHua B niactukoBod | [Mo 2 HAMNOJHEHHBIX IINPHIA B NIACTHKOBOH
KOHTYpHOH A4ciikOBOH ymakoBKe ¢ moOKphITHEM KOHTYPHOMH A4eHKOBON YIIakOBKE C NOKPEITHEM
GymaskubiM wn 6es nokpeisno Gymarn, GyMaxHBIM.
Onna  xonTypHas  sueiikosas ynakoska ¢ | Opna KOHTYpHas suciKoBas YNaKOBKa C
HAlIO/IHCHHBLIMK  IINPHUAMH BMECTE ¢ JIHCTKOM | HANOJHEHHBIMH LINPHLAMH BMECTE C JIHCTKOM
BKIAABIIIEM B MAYKE H3 KApTOHA, PA3PEIICHHOr0 K | BKAAZBINEM B nauke u3 KapTOHa.
IpHMEHEHHIO B PO,
MapxkupoBka B coorsercteum ¢ paspenom 1.3.2 Ipoext | Ha nepudHoi ynakoske JIEKApCTBEHHOTrO Npenapara

MapKHPOBKH JICKAPCTBEHHOTO Mpenapara.

Ha nepeuunoii ynakoeke jsexapcrsentoro npenapara
YKa3bIBAIOT TOProBOE HAHMEHOBAHHE IEKAPCTBEHHOTO
npenapara  (cosnagaer c MEXIYHAPOAHBIM
HEMATeHTOBAHHBIM HAHMCHOBAHHEM HA  DYCCKOM
A3BIKE), MEKIYHApOIHOE HENATeHTOBAHHOE
HAUMEHOBAHHE Ha aHrJIHiCKOM A3BIKE,
TIEKAPCTBEHHYIO OPMY, J03MPOBKY (Mr), KOIMYECTBO
npenapara B WNpHUE (M), KOHUEHTPAUMIO (MI/M),
rpanyupoBounyio mkany Ha 20 mr u 40 mr, norotun
ACPKATENAR  PETHCTPALMOHHOTO  YAOCTOBEPEHHS,
HAHMEHOBAHHE  MPOM3BOUTENSA  JICKAPCTBEHHOTO
npenapara B Cciydae NPOM3BOJCTBA INpenapata Ha
pOU3BOACTBEHHOH  miomanke AO  «P-Gapwmy,
Poccus, Homep cepum, naty wcTewenus cpoka
rogoctd  («lomen  mo...»), HPCAYNPEAHTENBHYIO
HaIMHCh «CTEPHIRHOY,

YKa3aHO TOProBO¢ HAMMEHOBAHHE JIEKADCTBEHHOTO
npenapara, MEeXAYHapOAHOE HENAaTeHTOBAHHOE
HAMMCHOBAHHC HA AHIIHACKOM R3bIKE, IEKAPCTBCHHAS
(opma, 103MpoRKa (Mr), KONHYECTBO npenapara B
WINPHLE (MJ1), KOHOEHTPAIKS (Mr/M),
rpanynpoBovHas mikana Ha 20 mMr u 40 Mr, norotun
ACPHKATCNA PETHCTPALKOHHOID YAOCTOBEPEHNUS,
HAHMEHOBAHHE POU3BOAMTENS JIEKAPCTBEHHOTO
Mpenapara, HOMEP CEPHH, JATA HCTEUEHHS CPOKa
roguocTH («I"ozen j0...»), npeaynpeanTensHas
Haanuch «CTepUasHOY,

D505-COI1-4-115-01. ITacnopr Ne [1BI1-25-088

Crpanuna 4 u3 5. Jlata seinucku 24.09.2025.

Anamumymal, pacTEOp 11 MOJIKOKHOTO BBecHM, 40 mr/0,8 mu, cepua 190825,

H. A. Yexranosa 24.09.2025 17:50
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Ten. +7 495 411-85-94, chakc: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
Haumenopanue Meroa uenbiTanHs Crnennduxauns PesyarTares nenbrranni
moxazaveneit
Mapk#ipoBka Ha BTOpHuHO# ynakoBke 1ekapCTBEHHOrO npenapara | Ha BTOpHYHON ynakoBke 1eKapcTBEHHOTO npenapara

YKa3sbIBAIOT TOPrOBOE HAMMCHOBAHHE JIEKAPCTBEHHOTO
npenapara  (coBnamaer ¢ MEXKYHAPOAHBIM
HENMATeHTOBAHHLIM ~ HAHMEHOBAHHEM HA  PYCCKOM
A3BIKE), MEK/IYHApOIHOE HEMaTeHTOBAHHOE
HAHMCHOBAHHE HA aHTJIHACKOM A3bIKE, JIOFOTHII
ACpNATeNns  PEerucTPalMONHONO  YAOCTOBEpPEHHA,
HAHMEHOBaHHE " ajpec aepxarens
PErHCTPALHOHHOTO YIOCTOBEPEHNS, HAHMEHOBAHUS H
anpeca NpoOM3BOAMTENEH NEKAPCTBCHHOIO Npenapara,
NIeKapCTBEHHYIO BOPMY, AO3HPOBKY (MT), KOJIMYECTBO
npenapara B IINPHIE (MJ), KOHUEHTpaumio (Mmr/mn),
KOIMHECTBO IIMPHUEB B YNAKOBKE, rpaduueckoe
H300paxeHHe IWNPHIA, COCTAB HA OAHH INpHLL:
HAHMCHOBAHHE M KOJIHYCCTBO aKTHBHOTO BEILECTBA,
NEepeyeHb BCIOMOTraTe/IbHLIX BEIIECTB, HOMED CEpHH,
Jary ucTedenus cpoka rogmoctd («l'ozen m0..»),
YCNIOBHS XPAHEHHA M TPAHCIOPTHPOBKH, YCIOBHS
ornycka («Ilo peuenty»), npenynpenuTenbusie
HaamucH («XpaHWwTe B HeNOCTYNMHOM Anst pereif
mectey, «CrepmibHo», «Cnocol npumenenns: om.
HHCTPYKUHIO N0  MEIMUHHCKOMY  NPHMEHEHHIO
(IMCTOK-BKIAIBIN)),  HOMED  PETHCTPALMOHHOIO
YAOCTOBEPEHHS, ITPHX-KOJI, CpencTea
WICHTHQMKALMH U8 CHCTEMBl  MOHMTOPHHTA
JABHXKEHUSA JICKAPCTBEHHBIX Cpeacrs ana
MEIHIHHCKOr0O NpHMCHEHHA.

JononunTensho MOryT GhiTh HaHECEHb MepeMeHHbIE
TCXHHYECKHC KOIBI W/W/IM 3HAKH, TPHCBAHBAEMEIE
KOKAOMY HMHAMBHAYAILHOMY MAKETY Navkd W
ITHKETKH.

YKa3aHO TOProBOC HAWMCHOBAHHE JEKAPCTBEHHOTO
npenapara,  MEXIYHApOJIHOC  HEeNaTeHTOBAHHOE
HAMMEHOBAHHE HA AHTIMICKOM A3BIKE, JIOrOTHI
ACpKATENs  PETHCTPALMOHHOTO  YAOCTOBEPEHMS,
HaWMEHOBAHHE " anpec aepKarens
PErHCTPALMOHHOIO YAOCTOBEPECHHSA, HAMMEHORBAHMS W
ajpeca NPOM3BONMTENCH IEKapCTBEHHOTO NpENapara,
NexapcTBeHHas Gopma, 03HpOBKa (MT), KOIHYECTBO
npenapara B mmprue (Ma), KOHUEHTpauus (mr/wi),
KOJMYECTBO WIMPHIEB B YNAKOBKE, rpaduyeckoe
u300pakeHUe UIMPHIE, COCTAB HA OAMH [UNPHLL
HAUMCHOBAHHE M KOJIHYECTBO AKTHBHOTO BEILECTBA,
NEPEYeHDb BCNIOMOTATENBHEIX BEIIECTB, HOMEDP CEPHH,
Aata HCTeueHHA cpoka roanoctd («logeH no..»),
YC/IOBHS XDAHEHHS M TPAHCTIOPTHPOBKH, YCIOBHS
ormycka («[lo peuenty»), npemynpemurentusie
HagnueH («XpaHMTh B HELOCTYNMHOM 1ns Jerelt
mecren, «CrepumbHo», «Cnoco6 npuMeHeHHs: cM.

MHCTPYKUMIO 10  MENMIMHCKOMY — [PHMEHEHHIO
(MMCTOK-BKNANBINI)),  HOMED  PErMCTPAMOHHOTO
YAOCTOBEpEHHA, IITPHX-KOJI, cpencrsa
;men'rutpnkaunu Ang CHCTEMEI MOHHTDPHHI‘&
ABHKEHHSA NICKAPCTBEHHBIX CPEAICTB ans
MEIHLHHCKOIO NpHMEHEHHA.

3awmouenne: Cepus 190825 npenapara Ananumymal, pacTBOp U1 OAKONKHONO BBeJieHus, 40 mr/0,8 ma
cootsercTByeT TpeGosanuam JIT1-Ne(004227)-(PT'-RU)-090124.

3amecTHTens HauansHuKa OKK

®505-COI1-4-115-01. IMacnopr Ne [1BI1-25-088 Axann

Crpannua 5 u3 5. Jara seimucku 24.09.2025.

H.A. Yexranosa

Mymal, pacTBOp IS OAKOKHOTO BReieHus, 40 mr/0,8 M, cepus 190825,

H. A. Yexranoea 24,09.2025 17:50
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