* DAPMAGE NAPK

000 « ®APMAMAPKO
117246, Mockea, HayuHbiid np-a, . 8, cTp. 1
Ten. +7 495 411-85-04, chaxc: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
ITACTIOPT Ne IIBIT-25-044
HaumeHnoBaHue 1ekapCTBEHHOTO Ananumymat
cpeacTsa
MHH/ rpynnupoBouHoe Ananumymab
HaUMEHOBaHHe

®opma BbIITycKa

O6bem cepuu, THIT YITAKOBKH
Howmep cepun

Jara u3rotoBneHus

Cpok rogHocTi

lonen no

Venoeus XpaHeHus

VYci10Bus TpaHCTIOPTHPOBAHHSA

Henbiranus nposenenst mo HJ{
PerucrpauonHoe yaoctosepeHue
[Tpou3BOACTBO rOTOROIA
JIeKapcTBeHHOM hopMbI
IlepBuunas ynakoBka

Bropuunas ynakoBka

Bpimyckatommuii KOHTPOJIb Ka4yecTBa

pacTBOp VIS NOAKOXKHOTrO BBeAeHus, 40 mr/0,8 mn (mnpun) 0,8 ma
X 2 (mayka KapTOHHas)

1097 ynak. x 2 ump. x 0,8 M

140425

04.2025

2 roxa

04.2027

ITpu Temneparype ot 2 10 8 °C B OPHIHHAIBHOI yHaKOBKe.
He 3amopaxuBath.

Ilpu Temniepatype ot 2 1o 8 °C B OpUrHHAIBHOM yrakoBKe.
He 3aMopaxuBath.

JIT1-Ne(004227)-(PT-RU)-090124

JITI-Ne (004227) - (PT-RU) Jlara peructpaumu: 09.01.2024

Axuuoneptoe obuectso «P-Dapm» (AO «P-Dapm»), Poccnus,

Spocnasckas 061, r.0. T. fIpociasns, r. Spociasis, yi. I'pomosa, 1. 15

OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO «DAPMATIAPK»
(000 «DAPMATIAPKY), Poccus,
r. Mocksa, Hayunsiii npoesn, 1. 8, crp. 1

HaumeHoBaHHe Metoa HenbiTanus Cneunduxauus PesyabTaThl HCbITAHME
nokasarejei Ly e e : : e
Onucaunne BusyanbHsrii Onanecuupyrouas GecuBeTHas HIH Onanecuupyromas,
KOPHYHEBATOI'O LBETA XKUAKOCTh KOPHYHEBATOrO LBETA
KHAKOCTh
Hnenruduxanms IMenTuaHoe KapTUPOBaHHE, IMpoduns xpomarorpamMmsl CoorsercTByeT
METOMKA MPOU3BOAUTENS HCTIBITYEMOTO PacTBOpa JAOJKEH
COOTBETCTBOBATh MPOQIITIO
XpPOMaTOrpamMMsl CTaHAAPTHOIO
pactsopa
Buonoruyeckuii MeTon Ha INpenapar nomxken obnanars CootercTBYET
JIMHUM KJIETOK, METOAUKA creuupUIecKoi aKTHBHOCTBIO B
NPOU3BOAUTENS Npe/ieNiax YCTaHOBJICHHbIX HOPM

®505-COII-4-115-01. Tacnopr Ne [1BI1-25-044 Ananumymal, pacTsop Juis noAKoKHOro Beeaenns, 40 Mr/0,8 ma, cepust 140425,

Crpanuua 1 u3 5. Jlara seimucku 16.06.2025.

H. A. Yexcranosa 16.06.2025 14:24
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WAPMA el NAPK

000

«®APMAMNMAPKOS

117246, Mocksa, HayuHbii np-4, 4. 8, ¢Tp. 1
Ten.:+7 495 411-85-94, chac: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
Haumenosanue Mertoa ucnbiTauus Creunpuxauus PesyabTaThl uenbITanH#
nokasaresnei 3 e . i
Wnentuduxanus HonoobOmeHHas I[Tpoduns xpomarorpammbi CootBercTByeT
Xpomarorpagus, HCTBITYEMOr'0 PacTBOPa JO/DKEH
METOJMKA MPOM3BOUTENS | COOTBETCTBOBATH MPOGUITIO
XpOMAaTOrpaMMbl CTAHAAPTHOTO
pactsopa. Bpems ynepxusanus
OCHOBHOI'O NMHMKa Ha XpOMarorpamme
HCTIBITYEMOr'0 PacTBOpa JOKHO
COOTBETCTBOBATH BPEMEHH
YACPKUBAHMA OCHOBHOIO MHKA Ha
XpOMaTorpamMMe CTaHAapTHOrO
pacTBopa.
Pasuunia cpeiHux 3HauenHmii Bpemen
YACPXKHUBAHUS OCHOBHOIO ITMKA HAa
XpOMaTOrpamMMax MCIbITYEMOTO U
CTAQHAAPTHOTO PacTBOPOB AOJKHA
CocTaByATh MeHee 1,0 MmuH
ITpo3spauHocTs Busyanbusiit, '® PO, Ipenapat nomkeH UMETH CTeneHb Crenens onanecueHumu
DEA3C onanecueHuuy He 6onee tanouna IV MeHee stanona [V
LigeTHOCTB Meron 2, I'® PO, OxpamuBanue npenapara He J0/DKHO He npesbimaer okpacky
DEADBC NPEBLINIATh OKPAcKy 3TajoHa Bs stanoHa B5
pH [orenumomerpuyeckndt, | O14,9 10 5,5 5,3
' PO, PEASC
Mexauuueckue
BKJIIOYEHUS:
1. BUANMBIE YaCTHIIBI 1. Busyansustii, '® PO 1. B cooTBeTcTBIH ¢ TpeGOBAHHAMU CootsercTByer
2. HeBHANMBIE YacTHIBl | 2. CyeTHO- 2. YacTuu pasmepom > 10 MkM — He
(doTomeTpudecKHii, Gonee 6000/wmpu; 644 gacTuusy/mmpu
' PO, PEADC YacTu pasmepoM > 25 MkM — He
Gonee 600/wnpu 45 "acTiw/mmnpu
TMonucop6ar 80 B2XX, meronuka Ot 0,8 no 1,2 mr/Mn 1,0 mr/mn
NPOU3BOAUTENS
YucroTa. KanunnspHsrii resis- CymmapHoe coziepkanue nerkoif u
Poncreenusie anexTpodopes B TSKETION uenel JO/DKHO COCTABIATD He
COCIMHEHUSA H BOCCTaHABJIMBAIOILAX MeHee 95,0 %; 97,1 %
TIOCTOPOHHHE MPHMECH | YCIIOBHSX, METOAMKA Conepxanue moGoii e iMHHIHOM
TIPOM3BOJUTENS TIPUMECH OJKHO COCTaBIISATh &
He Gonee 1,5 % 0,5%
KanuuispHsiii rens- Cozepxanue MOHOMEpa JAOIKHO
anexTpodopes B COCTaBJIATE HE MeHee 92,0 %; 96,0 %
HEBOCCTAHABJIMBAOLINX Conepixanne mo6oit exuaraHOMN
YCJIOBHSAX, METOIMKA TIPUMECH AOIDKHO COCTABIATh 1,9%
NIPOM3BOAUTENS He Gonee 6,0 %
SkckmosnonHas BOXX | OrxocutensHoe conepxanne MoHOMepa | 98,9 %
(rens-unsTpanms), JIOJDKHO COCTaRNAThL He MeHee 98,0 %
METO/IMKA MPOU3BOIUTES

®505-COI1-4-115-01. Iacnopr Ne ITBI1-25-044 Ananum

Crpanuna 2 u3 5. Jlata seimmcku 16.06.20235,
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117246, Mocksa, HayuHbiid np-4, 4. 8, ¢Tp. 1
Ten. +7 495 411-85-94, chac: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
 HaumenoBanue Mero/ HCBITAHKS €
_ mokmIaTenmed . | b
Yucrora. HonoobMeHHas OtHocHTENbHOE COAePKAHHE 75,7%
Poncreennsie xpoMarorpadusi, METOAMKA | OCHOBHOIO M MOCT ITMKOB JOJDKHO OBITh
COGIUHEHHA | NPOU3BOAUTENS He menee 70,0 %
NOCTOPOHHHE NPUMECH
I'nukanosblit npo¢uiae | HopmansHo-azosas BOXX, | Ha xpomatorpamMme HCmsITyeMOro
METOIMKA MPOU3BOAUTENS pacTBOpa IOJKHEI HAGMOAATECS TUKH
ITIMKaHOB C OTHOCHTENbHBIM
cozepKaHueM:
He(YKO3HIHPOBAHHBIX TTHKAHOB —
He meHee 2,9 % 6,5 %
raaKTO3WIMPOBAHHbIX INTUKAHOB —
He MeHee 14,8 % 22,5%
rnukasa Man5 — ge Gonee 6,3 % 3,9 %
Hssnexaemsiit 06bem I'd PO, DEASC B cootBeTcTBUM ¢ TPeOOBAHUAMH CooTBeTtcTBYET
OcMONIATBHOCTD Kpuockonuyeckuit, Ot 285 no 340 MOcm/kr 308 MOcm/kr
I'd PO, DEADC
BakrepuaibHble KauecTBeHHBIH resb-TpoMO He Gonee 1,2 E9/mr aganumymatba Menee 1,2 EQ/Mr
3HIOTOKCHHBI TecT (MeTon A), ananumymaba
I'd PO, DEASC
AHoManbHas Buonoruveckui, IMpenapar nomkeH ObITh HeTOKCUUHEIM | Hetokcuuen
TOKCUYHOCTh I'd PO, DEASC
CTepHiabHOCTD Metoa MmemOpaHHOIM Ipenapat fomKeH 6bITh CTEPUILHBIM Crepunen
buisTpaLmHy,
I'd PO, PEASC
Benok Crnexrpodoromerpuaeckuii, | Ot 45,0 no 55,0 Mr/ma 50,3 mr/mn
I'®d PO, DEASC
Creumduyeckas Buonorudeckuii MeTos Ha 0t14,00 x 10° ME/Mn 4,70 x 10° ME/mn

aKTHBHOCTS (in vitro)

JIMHHUH KJIETOK, METOAMKA
TIPOM3BOUTENS

10 6,25 x 10° ME/mn

®505-COI1-4-115-01. Tacnopr Ne I1BI1-25-044 Ananumymab, pacTBop Juist noakoxkHOro BBeAenus, 40 mr/0,8 M, cepus 140425,
Crpannua 3 u3 5. Jlara semucku 16.06.2025.
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DAPMA el lIAPK

000 «APMANAPKOP»
117246, Mocksa, HayuHbin np-4, 4. 8, ¢Tp. 1
Ten..+7495411-85-94, chakc: +7 495 644-37-97

www.pharmapark.ru  info@pharmapark.ru
Haumenosanne Meron uenbiTanus Cneunpukanusa

Vnakoska ITo 40 mr ananumyma6a B 0,8 ma pacrsopa (50 mr/ma) | Tlo 40 mr ananumymata s 0.8 ma pactsopa (50 mr/m)
B NpHIAX BMECTHMOCTBIO 1 Ma M3 crekna I | Bmmpuuax BMecTHMOCTHIO | M1 M3 cTekIa
THAPOJIMTHYCCKOTO  KJacca ¢  MHTErpHpOBaHHOM | I rHApOIMTHYECKOro Kiacca ¢ HHTErPHPOBAHHOM
HIJION, 3aKpBITOH  3AUMTHBIM  KOJNNAYKOM W3 | WO, 3aKpbITOM 3ALIUTHBIM KOJINAYKOM U3
371aCTOMCPHOr0  Marepuana ¢ JOTOJHMTENBHBIM | 3]1aCTOMEPHOTO MATEpHANa ¢ AOMONHHTEILHBIM
BHECIIHUM MOJIMNPOTIHJICHOBLIM KOJIMavykom, c BHCHIHHM TONUNPONHIICHOBLIM KOJIMavykoMm, ¢
2/1aCTOMCPHON  TPOOKOH M TONMIPONHICHOBBIM | 1ACTOMEPHOM 1po0KO# ¥ NONUIIPONHIEHOBEIM
HOPILHEM. HOPILHEM.
Ha xaxzaom wmmpuue HakieeHa camoknesiascs | Ha kakaom IINPHUE HAKJIEEHA CaMOKJIeAIAsncs
ITHKETKA. ITHKETKA.
Ilo 2 HanoiHEHHBIX mNpHUA B NAcTHKOBOH | ITo 2 HANOMHEHHBIX LINPHIA B IJIaCTHKOBOM
KOHTYPHOH S4ECHKOBOM ymakoBKe C TIOKPBITHEM KOHTYPHO# S4€iKOBOM ynakoBKe ¢ NOKphITHEM
OymaxHBIM MM 63 MOKPBIBHO# Oymar. GyMaKHBIM.
Onna  koHTypHas  suciikoBas  ymakoBka ¢ | Ozua KOHTYpHas S4EHKOBas yakoBKa ¢
HANOIHCHHBIME  [INPHUAMH  BMECTE C JIMCTKOM | HAMOJHEHHBIMH LINPHIAMH BMECTE C THCTKOM
BKJIANLIIEM B NMAYKE M3 KApTOHA, Pa3pellleHHOTO K | BKIALIIIEM B I1A4KE H3 KAPTOHA.
NPHMEHEHHIO B PO,

Mapkuposka B coorserctBuM ¢ pasgenom 1.3.2, IIpoekr | Ha nepBr4HO#M ynakoBKe JeKapCTREHHOTO npenapara

MapKUpPOBKH JIEKAPCTBEHHOTO Npernapara.

Ha nepsuuHOi ynakoBke J€KapCTBEHHOTO npenapara
YKa3bIBAIOT TOPrOBOEC HAMMEHOBAHHE JICKAPCTBEHHOTO
npenapara  (COBNAaeT ¢  MEKAYHAPOIHBIM
HEMATCHTOBAHHLIM HAHMCHOBAHMEM HA  PYCCKOM
A3BIKE), MEXYHapOIHOE HEMAaTeHTOBAHHOE
HaWMCHOBaHHE Ha aHIIMHCKOM A3BIKE,
JIeKapCTBEHHYI0 GOpMy, 103MPOBKY (Mr), KOJIHYECTBO
npenapara B WNPHUE (M), KOHUSHTPAuMio (Mr/mui),
rpagyHpoBOMHYIO wKaay Ha 20 mMr u 40 mr, JI0roTUn
Jepxarensi — PerMCTPalMOHHOIO  YAOCTOBEPEHHS,
HaWMEHOBAHHE  NPOU3BOJMTENS  JIGKAPCTBEHHOTO
npenapara B Cly4ae NpPOM3BOJACTBA Mperapara Ha
Npou3BOJCTBEHHON  miomanke AO  «P-Gapmy,
Poccusi, HOMEp cepuH, JaTy WCTEYeHMs CpOKa
roaHoctu  («lozen  10..»), NpeaynpeaUTENBHYIO
HaAnUCh «CTEPHIBHOY.

YKa3aHO TOProBO¢ HAMMEHOBAHME JICKAPCTBEHHOTO
Tpenapara, MEeX/yHapoAHOE HEaTeHTOBAHHOE
HaUMEHOBAHKE HA AHTIIMHCKOM A3bIKE, JIeKApPCTBEHHAS
(opma, 103MpoBKa (M), KOIHYECTBO TIpenapara B
npHue (M), KOHIEHTpamus (Mr/mi),
rpanynpoBoyHas mikasa Ha 20 mr u 40 mr, norotun
AEpPKATEIs PErHCTPALHOHHOTO YAOCTOBEPEHHS,
HAUMEHOBAHHE IPOM3BOINTEIIN JICKAPCTBEHHOTO
Tpenapara, HOMep CepUM, 1aTa HCTEUYCHHUS CPOKa
roaHocty («I"osen 10...»), IpeaynpeauTe/bHas
Haanuch «CTEPHIBLHOY,

®505-COI1-4-115-01. Tacnopr Ne [TBI1-25-044 Ananumyma6, pacTBop 215 OAKOKHOTO BBeAeHNS, 40 mr/0,8 mu, cepus 140425,
Crpanuna 4 u3 5. Jlara semucku 16.06,2025.
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«c O APMANAPKOY

117246, Mocksa, HayuHbii np-4, 4. 8, ¢Tp. 1
Ten. +7 495 411-85-94, chakc: +7 495 644-37-97

www.pharmaparkru  info@pharmapark.ru

Hamusnonansie Meton elnimang: Creundukauns PeayanTaThi HCNLITARH

noKasaTenen i S o e . i
Mapxkupopka Ha sropuusoif ynakoBke ekapCTBeHHOro npenapara | Ha BropuyHOM ynakoBke J€KapcTBEHHOrO Ipenapara

YKa3hIBAIOT TOPrOBOE HAUMEHOBAHHUE JIEKAPCTBEHHOTO
npenapara  (COBmazaer ¢  MEXIYHapOIAHLIM
HCNATCHTOBAHHBIM HAWMEHOBAHHEM HA PYCCKOM
A3BIKE), MEK/IyHapOAHOE HENaTeHTOBAHHOE
HAUMECHOBAHWE HA AHIVIMICKOM S3bIKE, JIOTOTHII
JepxKarens  PErMCTPAlMOHHONO  YJOCTOBEPEHHS,
HAaUMEHOBaHUE " aiapec Jepxarens
PErMCTPALMOHHOTO YAOCTOBEPEHHUS, HAUMEHOBAHUS U
azpeca NPOW3BOAHUTENCH JEKapCTBEHHOTO Npenapara,
JIEKapCTBEHHYIO (GOpMy, TO3UPOBKY (M), KOIMYECTBO
npenapara B mnpHie (M), KOHUEHTpamuo (Mr/mi),
KOJIMYECTBO IUNPULEB B YNAKoBke, rpaduyeckoe
n300paKeHHe WINPHUA, COCTAB HA OJHH HINPHI:
HAMMEHOBAHME M KOJMYECTBO AKTHBHOIO BELIECTBA,
nepeyeHb BCIOMOTATE/BHBIX BEIIECTB, HOMEDP Cepuy,
jary WcTeueHus cpoka romHoctH («lozen no...»),
YCHIOBHSL XPAHCHHS W TPAHCHIOPTHPOBKH, YCIOBHS
ornycka («[lo penenty»), NpPEAyNPEAUTEIbHBIE
nagnuck («XpaHuTb B HEAOCTYMHOM a8 JACTeH
mecte», «Crepunsio», «Crnocob npuMeHeHus: oM.
HHCTPYKLUMIO 110  MEIUUMHCKOMY  MPUMEHEHHMIO
(MCTOK-BKIA/BINT)),  HOMEP  PErMCTPAlMOHHOIO
YAOCTOBEPCHHS, IUTPHX-KOJL, cpeznersa
WieHTHQUKAUMKE  JUIL  CHCTEMBl  MOHMTODHHIA
JIBHOKCHUS JIEKAPCTBEHHBIX CpeacTB JUIs
MEIMLHHCKOTO NIPHMEHEHHS.

JIONoNHUTEIEHO MOTYT OBITh HAHECEHBI MEPEMECHHBIC
TEXHUYECKHE KOJBI W/MIAM 3HAKM, MPHCBAUBaEeMbIe
KOKIOMY HHIAMBHAYATRHOMY M@KETy NA4Ku WM
ITHKETKH.

YKa3aHO TOProBOE HAWMEHOBAHWE JIEKAPCTBEHHOIO
npenapara,  MEeXIyHApOAHOE  HEeMaTeHTOBaHHOE
HAUMEHOBAHME HA AHIVIMHCKOM f3BIKE, JIOFOTHII
JiepKaTenss  PErMCTPalMOHHOTO  YZAOCTOBEpEHHS,
HaHMEHOBAHHE " ajapec JiepKaTens
PErHCTPAIMOHHOIO YOCTOBEPEHHUS, HAUMCHOBAHUA |
ajpeca MPOMU3BOJAHTENCH IEKAPCTBEHHOTO Ipenapara,
JekapcTBeHHas (opMa, MO3MUPOBKA (MT), KOMHYECTBO
npenapara B mpHUe (M), KOHHEHTpauus (Mr/mi),
KOJIMYECTBO IINMPHIEB B ynakoBke, rpaduteckoe
u300paeHue INMpHNA, COCTAB HA OAMH IUNPHIL
HAMMEHOBAHUE M KOJMYECTBO AKTHBHOIO BEIECTBA,
NEPEYEHb BCIIOMOTATE/IbHBIX BELIECTB, HOMEDP CEPUH,
Jara ucteyeHus cpoka roguoctu («lozen 1o...»),
YCIOBUS XPAHEHHS M TPAHCIOPTHPOBKH, YCIOBHS
ornycka («ITo peunenty»), mnpeaynpenuTeIbHEE
HaamucH («XpaHuTh B HENOCTYNHOM JUIsS JeTei
Mmecre», «CrepwisHO», «Cnoco6 NPHMEHEHHS: CM.
HHCTPYKUMIO 10  MEAMUMHCKOMY HPHUMEHCHHIO
(mMcTOXK-BKNAABIL)),  HOMED  PErMCTPALMOHHOTO
YAOCTOBEpEHHS, IITPUX-KOJ, cpeacTsa
uiaeHTHQUKAUNM NS CHCTEMBI  MOHHTOPHMHIA
JBHIKCHHSA JICKAPCTBEHHBIX CpE/CTB st
MEAULHHCKOTO IPUMECHCHHUS.

Sakmouenue: Cepus 140425 npenapara Ananumymal, pacTBOp s NOAKOXKHOrO BBeaeHus, 40 mr/0,8 ma
cootsercTByeT TpeGoBanuam JITT-Ne(004227)-(PT'-RU)-090124.

3amecTtuTens HavaibHuka OKK
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PEAEPAALHAA (

AMHKBATIO HAASORPY

B COEPE 3APABOUXPAHEHWA

«CBefieHWA, BHECEHHbIE B aBTOMaTM3MPOBaHHYI0 MHGOPMAaLMOHHYI0 cucTeMy Poc3fipaBHaf3opa nepej, BBOAOM B
rpaxfAaHckuin 06opoT Cepuii, NapTuii NekapcTBEHHbIX cpeacTs/ MHdopMaums o BeigaHHbIX Poc3gpaBHaa30poM pa3peLieHnax
Ha BBOJ, B rpaXfaHCKuin o6opoT B Poccuinckon depepaum cepuv uav napTum MMMYHOBUONOMMHYECKOro S1eKapCTBEHHOI0

npenapara, No cocToAHuUIo Ha 04.07.2025 19:06»

mIpyIs (2), NavYku
KapTOHHbIe/ ~

"®APMAIIAPK" (OO0
"®APMAITAPK")

TIEPBHYHYIO YNIaKOBKY)); AKuHoHepHoe obmecTso "P-Papm” (A0
"P-@apm"), Poccus (Y nakosmmk/acosmmk
(BTOpHUHAS/TPETHYHAS YIIAKOBKA))

Iucoma
IaTa BHecenus B Tivemma . Opranusanus, Howmep Homep, nata m’b‘fruu
AHC Toprosoe HanmeHoBaHHe (B 'c:: ‘oI KORTPOID) Crpana CaeieHHs 0 CTaHAX MPOH3BOJCTBA HopmarusHas JoKymeHTaMs BBINYCTHBINAS B cepun, paspemieHns Ha Jc
Pocanpaenagsopa ¥ po; rpaXKaaHcKuit obopor NApPTHH Him (omep,
nara)
Ananincyms5; pacrsop w1 AxumonepHoe obmectso "P-®apm” (AO "P-Papm"), Poccus
SOARORHOD ;ase,uenuu 20 O61ecTBO ¢ OrpaHHUEHHOM (Tlpoussouresns (rotosoit JI®)); AkunoHepHoe 0biecTBO
30.06.2025 Mr/0.8 nn 1 . (40 wr), OTpEICTRCH ML T Poccus P-Qaputt (A0 "F-Pepee). Poccas (¥ misoampe) dacoomm (5 JII-Ne(004227)-(PT-RU)-090124 | 00O "®APMAMAPK" | 140425 -




