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NOATBEPAKIEHME Ne 1045 ot 07 oxtabps 2026 rona
0 COOTBETCTBHM CEPHH/TIAPTHH BBE3EHHOTO IEKAPCTBEHHOrO IPeNapaTa TpebOBaHHAM, YCTAHOBIEHHLIM TIpH €ro
FOCYIApCTBCHHOH perucTpaluu
Toprosoe nanveropanue Uimiatimug
MeXyHaponHoe HemaTeEToBanEoe | XonuHa anspocuepar
HaHMEHOBaHHUE (TPYIIEPOBOYHOES
WM XUMHYECcKoe)

]

JlexapcrBennas dopma PAcTBOP JUIA BHYTPHREHHOID H BHYTPHMEBIIETHOIO BBEACHHS

Hosuposka 1000 Mr/4 mn

@opma BEITyCKA PacTBOP AN BHYTPHBEHHOIO ¥ BUYTPHMBILICYHOTC BBEICHU,
1000 mr/4 ma (ammyna) X 3 (1rauxa KapTOHHAS)

Howmep cepuu (maptun) 26421

Obbem cepun (aprun) 30 017 ymaxosox

Howmep u nata uusoiica 2611732 or 09.06.2026

Jara mpoussoyctea 25.02.2026

lozen mo 28.02.2031

HaumenoBasne | aapec Hpouseodumens (zomogoti JID)

IIPOH3BOAMTENS (¢ YKazaHHeM Hrandapmaxo C.n.A., Urams

CTaui NPoU3BOCTEA) Brsne @ynspro Tectu, 330, 20126 Munan, Wrams

Ynaxosupur/thacosuyux (8 nepsuunyio ynaxosiy)

Wrangapmaxo C.i.A., Uranus

Brsute @ynsero Tecrn, 330, 20126 Munan, Utams

Vinarosuwpur/cacosuux (smopuunas/mpemuunan ynarxosxa):

CHUT C.PJL, Hramus

Bra IIpamo Bumra, 17, 20875 Byparo au Monsropa, Monma 1

bpuanna, Mranus

Buinycraowguti xonmpons kauecmsa:

Urandapmaxo C.m.A., Wramis

Bose Qyapsuo Tecrn, 330, 20126 Munan, Wramas

Howmep u mata peructpanuonsoroe | JIT1-Ne(008870)-(PI'-RU) ot 17.02.2025

YAOCTOBEpEHUs

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

JOKYMEHTAHE

HarmMenosanue u anpec nepskatens |Mrandapmaxo C.ar.A., Mramus

PCrECTPaNMOHHOro ynoctoseperus | Beane @ymbeuo Teern, 330, 20126 Muan, Mramms
Hacrodiuum nojATBepiaa, 9ro nexapeTBerubH mpemapar «LaHaTammn®s, pacTBop

Al BHYTPUBEHHOTO ¥ BHYTpHMBINEYHOro semenus, 1000 mr/4 i (ammyna) x 3 (mauxa

KapTOHHasg), cepHd 26421 NpOM3BENEH B COOTBCTCTBHH ¢ HOPMAaTHBHOH JOKyMeHTamuei

JII-Ne(008870)-(PT-RU-17022025, u cOOTBETCIBYeT TpeGOoBamMAM, YCTEHOBICHHLIM NP Ero

TOCYJAPCTBEHHOH perucTpaliy.

Orsercraennoe mumo 000 «ATDy,
YTIOTHOMOYEHHOEe MHOCTPaHHBIM TIPOH3BOAKTENEM 110 loseperHocTH Ne 6/ or 04 mapra 2026 rona
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<Jlorotum: UTANIGAPMAKO>

Ceprudukar ananmza

Kourpons xayecrsa — Ceprudurar Ne202604166/1

Cip 111

Kox
PFE2930

Cepus
26421

Tpozyxr: Tnuatraan®, pacTeop ANg BHYTPHBERUOIO H BRYTPHMBImEYHOro spefenns 1000 mr/4 mu, 4 mn
aMIry/ibl X 3, mavxa KapToHHast

AHaju3
28/05/2026

HAaTa OKOHYAHMS CPOK2 FOJHOCTH
02/2031

Ananuz

Jannsle cuenudukanmn

PesyasTar

Ynakoska

IMo 4 Mn B amnyast HeHTPaALHOro GECUBETIONO CTCKAA,
tun L ITo 3 ammynn: B KOHTYpPHO#H #ueHKoBOH ynaxoke
13 monumepiioro Matepyana. Io 1 xourypiroii syelixosoi
YIHKOBKC BMECTE C HHCIPYKUMCH 1O NPHMEHCHHIO
MOMCHIAICT B KAPTOHHYIO Na4Ky

o 4 mn 8 amnynsl HeiftpansHore GeCIIBETHOTO CICKNa,
i L TTo 3 ammysst B xoHTYpHO#M aueiikopolt ynakoexe
uz  nosmumepHore  Marepwana. ITo 1 xomryproi
suelkopol  ynaxoBke BMCOTC € MHCIDYKIMACH IO
HPHMEHCHHIO B KADTOHHOM HAauKe

Mapxupogka

Mapkupopxa  BCPBMMHOH  YMAaKOBKH  JOMKHA
COOTBCTCIBOBATL  YTRCpAJIeHHOMY  Makery  JIIl-
No(008870)-(PI-RU} ot 17.02.2026.

Mapxupopka  BIOpHYHOH  YIIAKOBKH
COOTBETCTEOBATL  YTBCPAUICHHOMY
Ne(008870)-(PI™-RU} o1 17.02.2025.

JHOIKNA
makery JII-

MapkupoBka TICDBHMHOM  YIIAKOBKH COOTBETCTBYET
yisepracanomy makery JIT-Ne(008870)-(PT-RU) ot
17.02.2026.
MapKupoBKa  BIOPHMHOH  YAKOBKH  COOTBCTCTRYET
YTBEDHKCEHOMY MakeTy JITI-Ne(008870)-(PT-RU) or
17.02.2025.

Cobuiku: N/A

Tpumeuanus: N/A

PyxoBogurens n1aGopaTopHE YIAKOBKH

J. Ilanatu

<[Toanydce>

OJOBPEHO

Jara: 29 mas 2026

HUrandapmaxo C.n.A — Bosme Gynssuo Tecty, 330 — 20126 Munan — Wranus

28/05/2026

Crp.1/1




<JHozomun UTAJIGAPMAKO>

Cepruduxar anainsa

Kontpons xayecrsa— Cepraduxar Ne: 202604085/1

Crp il

Kom: Cepua:
PFE2930 26421
Hpomyxr:

Tauatunarn®, pacrpop Aad BHYTPHBEHHOIO H BHYTPHMbIIIewHoro epefenus 1000 mr/4 ma 4 ma x 3

AMIIYJLI, MAYK3 KAPTOHHAR

Jara npou3Bo/cTBa: Ananus: JaTa oKOHUaHHS CPOKa POTHOCTH:
02/2026 28/05/2026 02/2031
Iloxasarens Coenudurcaiys Eanmina PesynwTar
H3MECpPEHHs]
Onucanye (Bu3yanbHbIi) IIpospayuskiii, OecupeTHE pacTBop | [Ipo3paussiii, GecuseTHBIH
pacTeop
Tpozpaurocts (Esp.®., Busyansuo) Pactsop jlokeH — BHIAEpXKHBATH | PacTBOp BLIAEDHHUBACT
CpaBHEHHUE C 3TaoHoM | CpaBHEHKE ¢ aTanoHoM [
sersocts (Epp.®., BH3YaNbHO) Pacreop gomken GpiTh GeciBeTHBIM Pacrsop GecupeTHpIi
BymuuMple MexauuyecKkue BKIOUeHHS | B cooTBetcTEHM ¢ TpeGoBaHMLMH CoorBeTCTBYET
(Busyanpusiii, Esp.®.)
Hsrnexaemsrit ofbem (Esp.@.) Ot 4,0 no 4,3 mn 42
pH (Eep.®.) 01551070 6,1
TloiMEHOCTR Bpems yuepxuBarHd NHKa XONvHa | Bpems ylepKHBaHHS IHKA XONHHA

Xonuna ansocuepat (BOXKX)

angpdociepaTa Ha  XPOMATOrPaMMe
HCIBITYEMOTO  PacTBOpa  JIOJDKHO
COOTBEICTBOBATL BpEMEHH
YIACPKHUBAHS nuKa XOJHHE
ansocepata Ha  XpOMarorpamme

CTAaHJIaPTHOIC PACTEOPA

anbdocuepata Ha XpoMaTorpamme

HCTIBLITYEMOTO pacrBopa
COOTBETCTBYET BPEMEHH
YHEpAHBAHHA IHKa XOJHdHa

ansocueparta Ha XpoMaTorpamMme
CTAHNAPTHOIO pacTBopa

KonnuecteeHHOE Onpenelenne
Xonuna anspocuepar (BOXKX)

Ot 950,0 Mr o 1050,0 Mr xomuua
anedocucpara B oXHOH aMmyse

9973

Popcrsennsie npamecu (BOXKX):
EnnAnuHas HIeHTHQUIHPOBAHHAS
npumecs*

He Bonee 0,5 %

0.0 (mmoxe npepena
KOAWYCCTREHHOIO ONPESNCHNN)

Poncreennsle npumecn (B3XX):
CyMMa HICHTH(GUIMPOBAHHBIX
npumecei

He tonee 1,0 %

0.0 (ke npegena
KONMYYSCTBEHHOTO ONPEACNCHNA)

Poncreennsie npumecn (BIXKX):

memBpanuoil dunsTpausn)

Enunnuunas He Gonee 0,2 % 0.0.(orcyrerByer)
HenaeHTHGHLUNPOBAHHAA IPHMECEH

Pojcrrennsie npaMect (BOXKX):

CyMMma HeuIeHTHOHIHPOBAHHEIX He Goneel,0 % 0.0 (orcyTcTBYET)
npuMecei

HesupuMsle MeXaHHICCKHE He 6onee 6000 "gacTui/amnyia 8

pxnrouesus > 10 mxum (Eep.@.,

CIeTHO-HOTOMETPUHECKUH)

HesunuMmere Mexanmyeckne He Gonee 600 uacta/ammymna 1

BrmoyeHus > 25 mxym (Eep.P.,

CUETHO-(OTOMETPHYECKHH)

OnHOpORHOCTL AO3HPOBAHHSA B coorpercTBHM ¢ TpeboBaHMAMA Coortsercrayer

(Esp.@., cnocob 2)

Vnaxoeka/Mapxuposka CoorserctByer (cM. ceprrdiKar) CooTBeTCTRYET
BaxTepransHble SHIOTOKCHHE Menee 87,2 ED/mvun <6,0

(Esp. ®. TypOuauM. KHHET. TeCT)

Crepunsnocts (Erp.@., MeToz TIponyxr noyKeH OBITh CTEPHALHLIM | [IPOMYKT CTepiibHbIit

XpaHeHue

Tlpu TeMieparype He Byime 25°C

Ipu Temnepatype He Beime 25°C

Cpok rogHoOCTH

5 ner

5 ner

* xomww, rnuuepo-3-dochopras Kucliora, GochopriIXonHH, TIHIEPeN
Hara npoussozcrea (aa/mm/rrrr): 25 /02 /2026

Howmep cepru ARC: 251595

PyroBOAHTE S XUMHEICCKOR

nafoparopuy
I Karrapyna
<[Todnuce>
Jara: 28 man 2026

OJOBPEHO

PYROBOAMTEND
Guonornueckot naboparopun
M. BuumHansa
<[Todnuce>
Hara: 28 max 2026
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29 aai 2026

Hrandapmaxo CnA — Beane Qynseno Teorst, 330 — Munan — Hranna

28/05/2026

Crplusl




<Hozomun UTAITITOAPMAKO>
Brsne Oynssuo Tecry, 330

20126 Munas, Uranus
IOATBEPKIEHWE CEPHH
IpoaywT: Cmuarunua®, pacTBOD AN BHYTPHBEEHOrO H
BHYTpHMBIIeYHOro BBeAeHHs 1000 Mr/4 ML, 4 M x 3 amMmyssl,
NayKka KapTOHHasg
Cepuan HOMeED: 26421
JlaTa npon3BOACTBA: 25/02/2026 (xm/mm/rrer)
JlaTa oxoHuaH#A cpoxra roamocri: | 28/02/2031 (ap/mm/Trrr)
KosnyecTBo BHINYIIEHHOTO: 30017
Crpana Ha3EAYEHHH: Poccus
Bee craguu NMpousBoiCcTBa [IponspoiuTens, MEPBUHHAA YIIAKOBKA, BEITYCKAIOUI ki
Haspanne npoHsBOACTBENHOMH KOHTPOJIL KauecTBa JCKapCTBEHHOr0 Mpenapara):
naomaaku/Agpec: Hrandapmaxo C.m.A
Beane ®ynbsiro Tecry, 330
20126 Munan, Mrams
Bropuunas ynakoBKa i CepUaA3aLUA:
CHUT C.P.JL
Bua ITpumo Buana, 17
20875 Byparc xu Monsropa, Monua u Bpranua, Mranug
ADC Xonuna ansdocuepar
Haspaune/nponssogurens/crpana: | Kemu C.nA., Hranus
Homep cepun AGC: 251595
PerucrpannoHHOe YIOCTOBEPEHHE JITI-Ne(008870)-(PT-RU) ot 17.02.2025
Poecusn
HopmaTusHasn JITI-Ne(008870)-(PT-RU)-17.02.2025
AoxymenTauusa/Bepeus/Mamenenue
VIHCTPYKIHS N0 MEIHURHCKOMY JITT-Ne(008870)-(PI-RU)-01.10.2025
npumenenuio/Bepens/M3menenne
Maxkers! ynaxosku/Bepeus Tepeuunas ynakxoska: JITT-Ne(008870)-(PT-RU)- 17.02.2026
Bropuanas ynakoska: JITI-Ne(008870)-(PT-RU)-17.02.2025

Hacmosuum nodmeepsicéalo docmosepnocme u movHoche ungopmayun. Jaunas cepus npodykyuu
Gv1a npoussedena, GIIIoYan YNaKGEKy, MAPKUPOGKY, U GHINYCKAIOMUL KOHMPOLL KAYECHEa 20080t
APOOYKYLU 1A GLIULENEDEHUCREHHEIX HPEONPUAINUAX 6@ RORHOM Coomaememeny ¢ mpebosanuamu GMP
EC u mpeboeanussu pezucmpayuonnozo 00Che Crpaitst HasinaueHs.

3anucu o npoyecce npouseodcmed, ynakogke u quaiuse wnapmuu Obiw RpOGEpeHsl U NPUINAILL
coomaememeyouumu mpedosanuim GMP.

Jiobvie omKIOHEHUS OM YMBEPHCOCHHO20 NPOYECCa, €cAy MAKOSHle UMERUCh, ObIIU HOAHOCHIbIO
oyeHeHbl 1 0000peHsl YRONHOMONCHHbIM REPCOHAIOM.

Aannas cepus suinyujena YnoasoMouen oM ZUOM.

<[oonuce> 03 wonn 2026
Vnoanomovennoe Auyo <HITaMIr>
(Hlama u nodnucs) HUTAJIDAPMAKO CnA. .
Crraputnit MCHEIDKED OTALHA KauecTsa ‘ygyfji'."."._‘-‘.“:fi e,
Ji-p Buro Mnarnena S 2




