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[IOATBEPXJIEHUE Ne 1048 ot 07 oxtsbps 2026
O COOTBETCTRHH CCPHH/TIAPTHK BBEIEHHOIO NEKAPCTBEHHOTO NPENapaTa TpeGOBAHMSM, YCTAHOBICHHEIM IPH ero

TOCYAApCTBEHHOM perkcTpanus

Toprozoe HauMenoBan#e

Tmaaranag®

MexnyRapoIHOe HeNaTeHTOBAHHOS
HauMCHOBZHHE (TPYIIIHPOBOYHOE
MJIH XHMHYECKOE)

Xommna anshocuepar

Jexapersenuas dopma PACTBOD JUIS BHYTPHBEHHOTO M BHYTPHMBILICYHOr0 BBSRCHHS
Jo3upoBka 1000 Mr/4 mn
dopwma BeIIyCcKa PacTBOp JUIst BHYTPUBEHHOTO W BHYTPHMEBIICYHOTO BREICHHA,

1000 mr/4 vt (ammyna) x 3 (mauxa KapTonsas)

Homep cepuu (naprun)

26419

ObneM cepuu (napruu)

29 138 ynaxoBox

Homep u mata unsoitca 2609980 or 13.05.2026
Hara OpoussoncTsa 20.02.2026
lonext no 28.02.2031

HammenoBanue 1 aapec
MPOU3BOMTENS (C yKasaHHeM
CTaIMH IPOH3BONICTRA)

Ipouseodumeis (20mosoil JID)

Wrandpapmaxo C.orA., Wranus

Besne Oynnsuo Teery, 330, 20126 Munan, Wrams
Ynaxosupur/acosuux (s nepeuunyro ynaxosxky)
HUrandapmaxo C.ur.A., Mramas

Besie ®ynesro Tecry, 330, 20126 Munan, Wrams
Ynaxoswur/cacosugux (emopuunan/mpemunasn VHAKOBKA):
CUT C.P.JL., Uramus

Bua Ilpumo Bunna, 17, 20875 Byparo mu Monsropa, Monua u
Bpuana, Uramus .

Beinyckaowuii konmpons xavecmsa:

Urandapmaxo C.m.A., Uraims

Besne Qymssro Tecrn, 330, 20126 Musan, Vramis

Homep u mata perucrpannossoro
YIOCTOBEPEHES

JII-Ne(008870)-(PT-RU) or 17.02.2025

Howmep HOpMaTHRHOM
JOKYMEHTAIMY

JIIT-Ne(008870)-(PT-RU) ot 17.02.2025

Haumenopanue u anpec aepxaTens
CTHCTPAlHOHHOTO VAOCTOBEPEHHS

Wrandapmaro C.i.A., Uraras
Besne ®ynssuo Tecru, 330, 20126 Munan, Mramas

IMocTasmux

Wrandapmaxo C.n.A., Utanus

Begne @ynseuo Tectn, 330, 20126 Muman, Hranus

Hacroamum noarsepkaao, 410 MexapeTseHHsIA npenapar «Lamaruans®», pacteop mns

BHYTPHBEHHOTO ¥ BHYTPUMBIIIEYHOTO BREACHHUS,

1000 Mr/4 mn (ammyna) x 3 (magxa kapToHuas), cepus

26419 npousseneH B COOTBETCTBHH ¢ HOPMATHBHOM noxymenrauyer JITT-Ne(008870)-(PT-RU)-170225, »
COOTBCTCTBYCT TPEGOBAHHAM, YCTAHOBICHHBIM NPH IO TOCYAAPCTBEHHOMH PETHCTPATIHH,

Ormsercreensoe o 000 «HTO,

YHOMHOMOYCHHOC HHOCTPAHHBIM TPOH3BOIMTEICM 1O AoBeperHoeTH Ne 6/i1 o1 04 mapta 2026 rosa

A
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(nosruce)




<Jlororuin: UTAJIPAPMAKO>

Cepruduxar ananmisa

Kourpons xayectBa — Cepraguxar Ne202603151/1

Cp /1

Kon
PFE2930

ITpomyxr: Tanamuane®, pacTeop Ans BHYTPHBENHOIO H BHY TPHMBIIEYHOre Beeacaus 1000 vr/4 i, 4 arx 3

Cepus
26419

AMITYII6I, NAYKA KAPTOHHAS

Ananuz
28/04/2026

Jara oxoBYAHHS CPOXA FOAHOCTH
02/2031

Anaans

Hanusie cuenuducanim

PesynbTar

Ynaxoska

o 4 M1 B amnyib HeHTPaNbHOMO GeCLBETHOTO CTekna,
in L Tlo 3 amnyiist B KOHTYDHOI Aueitkonoi ynaxosxe
H3 IONUMCPHOTO Matepuana. o | kolrypHoil sueiikonoit
YIAKOBKE BMECTE C MHCTPYKUMCH 1O NPHMEHEHHIO
HIOMELIAXDT B KAPTOHHYIO ITauKy

Tlo 4 Mn 3 aMnyJel REITPANILHOrO GeCUBETHOrO CTeKa,
an 1. flo 3 anauiyiiel B KORTYPHO# fuciikoBoi ynakopke
K3 nonuMepHoro marcpuana. [lo 1 kowTypHo
AMEHKOBOK YHAKOBKE BMCCT¢ ¢ HuCTpYKumel mo

B KaDPTOHHOMH rayke

Mapxuposka

MapxupoBka  nepBHuHOI YHAKOBKH  [0WDKHA
COOTBETCTBOBATL  YTBEQIKACHHOMY  Makery  JiI-
Ne(008870)-(PI™-RU) ot 17.02,2026.

Mapxupopka BTOPHYIOM YNaKOBKH
COOTBETCTBOBATE  YTBEP/UCHHOMY
Ne(008870)-(PI"-RU) o1 17.02.2025.

JOIDKHA
Mmakery  JI-

MapxupoBKa  [epBAUNON YNAKOBKH COOTBETCIBYET
yroeprcachuomy maxery JII-Ne(008870)-(PT-RU) ot
17.02.2026.
MapKuposka  BTOPHYHON  YNIaKOBKH COOTBETCTBYCT
yiBepiczennomy maxery JI1-Ne(008870)-(PT-RU) ot
17.02.2025.

Cexuke: N/A

Hpumesanus: N/A

PyroBonuTe/s 1ab0patopn YNakoBKy

J. Tanare

<[Tonmuce>

OJIOBPEHO

Hara: 30 anpens 2026

Wrandapmaxo C.a.A — Beane ®ynssuo Teerw, 330 — 20126 Miiad — Hranns

30/04/202¢6

Crp. 141



</lozomun UTAJIOAPMAKQO>
Busie @ynssro Tecry, 330
20126 Munan, Hranus

NOATBEPHKCIAEHHUE CEPHHA

Hponyxr: InuaTHIHE®, pacTBop [T BHYTPUBEHHOTO ¥
BHYTpuMbILteqnoro seenesus 1000 mr/4 mn, 4 M x 3 ammyiisl,
1a4Ka KapTroHHas

CepHsi Homep: 26419

JlaTa apoussoacrea:

20/02/2026 (mm/vm/rrrr)

JaTa oxonyanus CPOKa TOAHOCTH:

28/02/2031 (mo/mm/rrrr)

KonnvecTBo BRINYIEHHOTO:

29138

Crpana Ha3HAYCHUS:

Poceus

Bee cragnu NpoH3BoACTBA
Ha3zpaHne NpOH3ROACTBEH HOU
Iomanku/Axpec:

TTpon3BonHTENB, IEPBHYHAS YIAKOBK, BHITYCKAIOLIHH
KOHTPOJIb Ka4eCTBa IeKapCTBeHHOrO IIpeHapara):
Hrandapmaxo C.mA

Bosne ®ynesro Tecty, 330

20126 Munan, Hramin

BropuyHai ynakoBKa H CepHaTH3aIus;

CHUT C.P.JL

Bua IMpumo Bumna, 17

20875 Byparo mu Momsropa, Monua 1 Bpuanua, Hranus

AQC

Hassanune/mponseoauTens/cTpana:

Xonuua anbfocuepar
Kemu C.n.A., Mtanng

Homep cepun ADC:

251595

PerncrpainonHoe yiocToBepenne
Pocenst

JITI-Ne(008870)-(PI-RU) ot 17.02.2025

HopmaTtusnas
noxymenTauusi/Bepena/Hsmenenue

JII1-Ne(008870)-(PT-RU)-17.02.2025

WHCTpYKUHS IO MEHIMHCKOMY
apuyenenio/Bepens/Mzmenenne

JITTI-Ne(008870)-(PT-RU)-01.10.2025

Makers: ynakoBki/Bepeus

ITepsuunan ymakosia: JITT-Ne(008870)-(PT-RU) ot 17.02.2026
Bropuusas ynaxoska: JITI-Ne(008876)-(PT-RU) ot 17.02.2025

Hacmonugum nodmeepocdaro docmogepiocmes u mounocms unchopmayun. Jaunas cepus npodyryuu
Govira npouzeedeHd, BrIGYAR YHAKOEKY, MAPKUPOGKY, U GINYCKAIOW NI KORMPOTs KAYECMEa 200801
PPOOYKYUY HA GHIUEHEPENUCIEHHBIX NPEONPUITUAE 6 HONHOM COOMBEMCMBUY ¢ mpebosanusmu GMP
EC u mpebosanuanu pezucmpayuontozo 00cse cmpans: HazHaueiis.

3anucu e npoyecce npouzeodcmea, ynaxoske u ananuse napmuy Oulny nposepenst U NPUSHANb!
coomeememeyrowusi mpebosanusm GMP.

Jhobsie ominonenun om ymeepicoennozo npoyecca, ecru maxogwle uMeiucs, BHIIE HOTHOCHILIO
oyenersl U 0006PeHbl YHOTHOMOUERHELM NEPCONATOM.
Hannas cepus spmywena YaoanoMouensim augo.

<[Todnuce>

06 masn 2026

Vnonnomoyennoe nuyo
(Hama u nodnucs)

<urramre
HTAJIOAPMAKO CarA.
Crapimmii Meepiep o1ena Kavecrsa 1 VI

I-p Birro Mnkanzena




<Jlozomun UTATIOAPMAKO>

Ceprudnkar ananuza

Kontpons kasectsa — Ceprudukar Ne: 202603137/1

Cip /1

Kon: Cepus:
PFE2930 26419
ponyxr:

Fnnateaau®, pacTsop ANs BHYTPHBEHNOTC H BHYTPHMbINIeYHOro Bmegesus 1000 mr/d4 mu 4 ma x 3

aMIyJibl, TaYKa KapToHHAg

Jara upoH3BoNCTBA: Ananms: Jata OKOHSaHHS CPOKA FOAHOCTH:
02/2026 30/04/2026 02/2031
Hoxazatens Crennduranus Exnauna Pesynprar
H3MeperHs
Onncanue (Busyansusiii) TTpospaunsiii, GecupseTHsii pactsop | Ilpospaussiii, Becuperubli
pacTsop
Tpospagrocts (Eep.Q., Bu3yansHo) Pacteop JjomkeH  BblAepiuBarth | PacTsop BBIAEPKHBAET

CpaBHeHue ¢ aranoHom [

CpaBHEHHe ¢ 3TanonoM |

LsetrocTs (Esp.@., BH3YANLHO)

PacTBop nospken OuITs DeClBETHRIM

Pactsop GecuserHbiii

Bunumbie MexaHuueckue BKMOYeHNHS | B cOOTBETCTRHM ¢ TpeGoBaHHIMH CootseTcTBYeET
(Busyansueri, Ezp.d.)

Hasnexacmblit o6benm (Esp.d.) O14,0 no 4,3 Mn 4,2

pH (Esp.Q., DOTEHUHOMETPHYECKH) 01558070 6,2

TloznuHHOCTE
Xoununa ansdocuepar (BIKX)

BpﬂMH YACpKHBAHMA NHKA XONHHa
apocuepaTa Ha  XpOMATOrpaMMe

Bpess yAepKUBaHMS MHKa XOIHHA
ansgocliepata Ha XpOMaTOrpaMMe

Xonuna ansgocuepar (BOXKX)

anbhocuepaTa B 0GHON aMImyiIe

HCTIBITYEMOTG  PacTBOpa  JIOIDKHO | HCIBITYEMOro pacTsopa

COOTBETCTROBATS BPEMEHH | COOTBETCTBYET BpeMeHH

YIACPRHBAHMSA maKa XOJHHA | YAEDMUBAHMAE  IHKZ  XOJMHA

ansocuepaTa Ha XPOMATOIDAMME | ans(oCUEpaTa HA XPOMATOIPAMME

CTAH/IAPTHOTO PAacTEOpA CTaHIapPTHOTO PACTBOPA
KonuuecTennoe onpenenenue Ot 950,0 Mr mo 1050,0 Mr xomusa | 994,0

Pomcrsennsie npumecn (BIXX):
Epvawinas aeHTHGHIHPOBAHHAY
npuMecs*

He Gonee 0,5 %

0.0 (swice mpenena
KOJHIECTBEHHOTO ONPCACTCHAN)

Popctrennnie npumecu (B3XX):
Cymma HAcHTHOHIHPOBAHHEIX
NpuMeceit

He 6omee 1,0 %

0.0 (ke npenena
KONHYECTBEHHOTO ONMpEAeneHs)

Poncraennnie npaMeck (BOXKX):

(Esp. ®. TypOUAMHM. KHHET. TECT)

Enunuunas He 6onee 0,2 % 0.0 (orcyrereyer)
HenaeHTHOANEPOBaNHAs IPHMECE

Poncreennsie npumecu (BDXX):

Cymma HeuaeHTH QDHIMPOBAHKbIX He 6oneel,0 % 0.0 (otcyTeTmyerT)
TpHAMeceH

Hepupumble Mexaggueckue He Gonee 6000 yactun/ammyna 10

sionouenns > 10 mxm (Esp.@.,

CUETHO-OTOMETPHYECKHH)

HeBrpuMile Mexauudeckue He bonee 600 wacTiy/amrryia 1

sraouenus > 25 mxM (Esp.d.,

cueTEO-QOTOMETPHYECK )

OHOPOXHOCTS LO3HPOBAHUS B cooteercTBuu ¢ TpeGoBaHHAMY CootBeTcTBYET

(EBp.®., cnocob 2)

Vnakoka/Mapkuposka Cootperctayer (cM. ceprHbukat) CootBeTcTByeT
BaxrepraisHiie 3HI0TOKCHHEI Menee 87,2 E3/Ma <6,0

Crepunsrocts (Epp.®., MeTon
mMeMOpanuol GunbTpaumMe)

HponyxT nomxer GBITh CTEPHIILHBIM

Hporyxr creprisablii

Xpasenue

ITpr TeMpepaType He shime 25°C

fpu remnepatype e eoime 25°C

CpOX TOZHOCTH

5 net

* xomu, runepe-3-hochopuan kncaota, GocdopHIXONM, MIHIEPO
Hata npoussozcTsa (na/mm/rerr): 20 / 02 / 2026

Howmep cepun ADC: 251595

PyxoBomuTens Xumugeckoi

naSopaTopui
T. Karrapyua
<Hodnucs>
Jara: 30 anp 2026

OJOBPEHO

PyxoBonurenn
Ouonoritycckoif naoparopun
M. Buunnanza
<Hoonuce>
Hara: 30 anp 2026

Mcuc:um:p;m xmt-ﬁmq,r Y
mgb»n i yi e‘

5 mer ,L-NL

Hrandapmaxo CnA - Besie ®@yapsuo Tecrs, 330 — Munan — Wranua

30/04/2026




