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HOATBEPHAEHUE COOTBETCTBHSI Ne_967 ot 23 urons 2026
BBO3HMOTO JIGKAPCTBEHHOIO Nperapata TpeboBaHUAM, YCTAHOB/ICHHBIM IIDH €10 FOCYAapCTBERHOMH
PErHCTPalMK
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MexnyHapoHOE HENaTeHTOBaHHOE
HauMeHOBaHue (rPyNnKPOBOYHOE HIK

Kanus sionun+@onnesas kucnora+l{nanoxobanamun

XHMUYECKOE)
Jlekaperaennas dopMma TabreTRy
Ho3upoBka ~

Dopma BRITYCKa 28 wiT. - GnueTeps! - mauKy KapTorHsle (28 wr.) - Ilo peuenty

Homep cepuu (naprun) 1026016

ObBeM cepun (MapTun) 68202

Homep u para uHBoifca 2605672 ot 16.03.2026
Jara npoussoncrea 15.12.2025

Ionmen mo 31.12.2028

HaumeHroranue # anpec
TIPOM3BOAMTENS (C YKasaHHEM CTamui
TIPOM3BOACTRA)

IIpouseodcmeo 2omosoil nexapemeennodl gopmet:
Wrandapmaxo C.LA., Wranns

Viale Fulvio Testi, 330, 20126 Milano, Italy
Ilepsuynasn ynaxosxa:

Hrandapmaro C.i.A., Uranus

Viale Fulvio Testi, 330, 20126 Milano, Italy
Bmopuunan/mompeGumensexas ynaxoexa:
Hrandapmaro C.i.A., Uramas

Viale Fulvio Testi, 330, 20126 Milano, Italy
Ipoussodumens (Beinyckarouuil KoHmpons Kasecmea,):
Hrandapmaxo C.w.A., Wranus

Viale Fulvio Testi, 330, 20126 Milano, Italy

Howmep u gata perucTpalHoHHOTO
YACCTOBEPEHH A

JI1-000184 01 25.01.2011 {nara pHecenus uzmeHennit 08.11 2023)

Homep HOpMaTHBHOM AOKyMEHTAUK

JIT-000184-081123

Haumenosanue 1 agpec gepxarens
PEFHCTPALMOHHOI0 YAOCTOBEPEHHA

Hrandapmaxo C.A., Hcnanus
San Rafael 3, 28108 Alcobendas, Madrid, Spain

ITocTapmuk Hrandapmaxo C.n.A., Pranus

Viale Fulvio Testi, 330, 20126 Milano, Uranus

HacTosimum NOATBEPKIAIO, UTO JeKapCTBeH b npenapat Momunaiid, Tabierks (brmuctep) 28 x 1
(madxa xapToHHAs), cepuE 1026016 NpOM3BENEH B COOTBETCTBEM ¢ HOPMATHBHOM JOKYMeHTAIHeH
JI[1-000184-081123, npapunave GMP ¥ cOOTBETCTBYET TpeGOBAHHAM, YCTAHOBICHHEM IIPH €ro
TOCYZIapPCTBEHHOH PEruCTpalliy, H MOXET GBITh BBITYIIEH B IPAXAAHCKHAI 0GOpoT. /'
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<Jlororun: UTAJIDAPMAKO>
Boane Oynneuo Tecry, 330

20126 Munan, Uranus

Cepruduxar coOTBETCTRUS CEPHK

TIponykr:

Honunaiig

Jlexaperpennas hopma:

28 TafineTox » Saucrene

MHH niu XUMHYECKOE Ha3BaHme:

Donuenas kuciora + Kanus ftonun + uanokodanamus (Buramus B12)

Cepus Homep:

1026016

Jdara npor3ssoacrsa: 15/12/2025 (na/mm/rrrr)
JlaTa OXOHYAHHS CPOKA FONMOCTH: 31/12/2028 (my/mm/rrrr)
Brinymenroe KoEuecTs0: 68 202
Crpana HazHagenus: Poccusa

Bcee craann npoussogersa:
Haspanue npoussojcTsennoi
niaomanxky / Anpec

HWrandapmaxo C.nA
Beane @ynszuo Tectuy, 330
20126 Munau, Utanus

ADC
Hassauue/nponssonureis/cTpana:

Donuenas KHUCAOTA FHAPAT:

ACM Hytpuun Iponakte HT,El,-XayHTUJTpaCCC 4- CH- 4334 Cuccent,
Hlsetinapus

Kanus fionnn:
Mepxk KI['aA, @panxdyprep Liltpacce 250-64293 Hapumurran, lepmanus

Buramun B12 0,1 %
JACM Hyrpmnrs Hponaxte Jitn
Iseituapns

AQC
Homepa cepun

®onueras kucnora rumpar: 251774
Kanusa #ozun: 241875
IuanoxoBanamun:251295

BEHUSYNOMAHYTA? CepuA OblNA NPOM3BENCHA HA COBDEMEHHOM NPCANPUATHY, COOTBETCTBYIOIUEM TeKYIUHM
tpeGosatusM GMP  Gbina NpOTECTHPOBZHA B COOTBETCTBHH C YTBEPHICHHBIMH cnewupukauamyu; PFE2910
Bepcus 00 (nata sctymaenus B cuy: 08/11/2021).

Hacmosuygun  nodmeepoicdaio, umo npousscdcmsenisie amanal, cuinoausemvie Hmangapmako C.nd, Beiu
GbIRORHCHE 6 HonomM  coomsemcmsuu ¢ mpebosanwimu GMP EC u mpebosanusmu PEUCHPAYUOHH 020
YOOCMOGEPEHUS U PeUCIPAYUONIIOZ0 BOChe cmpansr aspavenus (Ons Poccuu PV JITT-000184-08112023).

<HTodnucey>

20 gespana 2026

Vnoanomouennoe mujo (TTodnuce u Jama)
<urrammn>
HTAJIOAPMAKO C.mA.
Crapunit menemxep Oraena xasectsa u VI
H-p. Buro Hukarnena



Jlorotnm: UTAJIGPAPMAKO>
Cepruukar aHamnsa

KoHTponb kadectna — Cepraduxar Ne 202600950/1 Cap.2/2
Kox Cepus
PFE2910 1026016
[poayxT:
Honnnaiid 28 Tadnerox
Ananus Jara oKoHUYaHHA CPOKA TOAHOCTH
06.02.2026 12.2028

Ha anruiickoM s3bike [www.italfarmaco.ruj,

OTINANR TIMTILIATIATITIG (AT FntIoLen nrrvmer o Doy oo
¢nocol IpHMenSIEs ¢ANT NpHEMA BHYTPHS [RaR

npHeMa  BHYTPB], «Iloxaszaums,  ZO3HL,
HpeayNpexKICHUA: oM. HHCTPYKIHIO.»
[{loxasamus, RO3b1, MpPEAYOPEKAEHUS: CM.
HHCTPYKUEI. ], «XPaHHTL B HENOCTYNMHOM JUIS
AeTel mecTe.» [KpanuTh B HEAOCTYHIHOM IS
Zerelf mecre.], yenosua xpaHeHmA [XpaHuTh
npH Temneparype e Boime 25°C.], ycnosma
ormycka [OTnyckaercss mo peuenty.], Homep
cepur  (yxaseisaercs  uudpamu)  [Cepns
Ne: 1026016}, nara npoussonctsa [[ata np-pa:
12 2025), nata OKOHYAaHMI CPOKA TOHHOCTH
[Tonen  no: 12 2028],  wrpHX-Kog
[8436530800032], HOMep pErHCTPAMOHHOTO
YAOCTOBEPEHHS] H AaTy  perucIpauuy
[PerucTpanuonnoe yiocToBepenne: Ne JIII-
000184 or 25.01.2011], naneceHr! BRYTpeHHHE
KOIBI IPOM3BOMUTENA M ABYMEPHBIH MATPHYHEI
H) u CpEHcTBa HreHTudAKaLHA
(cepuamnsarym).

Cesurxa: HIT JITI-000184-081123

[pumeuanna: NA
PyxoBoaurens 1a00paToOpHy YIaKOBKH
M. T'art
<Ilopmucamo>
Hara: 19 despans 2026
OJOBPEHO

Htandapmako C.n.A. — Besure @ynseuo Tectu, 330 — Munan — Utanus oy 19/02/2026




JToroTun: HTAJIGAPMAKO>

Ceprudukar anajimsa

Kownrpons kadectsa — Cepraduxar Ne 202600950/1 Crp-1/2
Kog Cepua
PFE2910 1026016
IIponyKT:
Wonunatih 28 TadneTor
Auanus Jlara oKOHUAHYUSA CPOKE FOAHOCTH
06.02.2026 12.2028
Angpus Cremudmeonng Pesvnzrar PUC
Vnaxoska TTo 28 rabnerox B GumcTep M3 HempospauHoro | ITo 28 Tabnerox B Gamcrep #3 Hempospausoro | JIM -
NBX/MBAX/An. Opur Oamcrep BMecte o | [IBX/MIBAX/An. Opur Gumcrep BMmecre ¢
UHECTpYKUMel [0 DPHMEHSHHI0 NOMEMAIOT B | HHCIPYKuMell N0 NPUMEHEHMIO B KapTOHHOM
KapTOHHYIO Ma4Ky. mayke ©Oe3 3ampTHON  OTHKETKH KOHTpOJA
Jomyckaercsl HaHECeHWE 3alldTHOH STHKETKH | NEPBOTO BCKPHITHA.
KOHTPOJIA IEPBOTO BCXPHITHA (Ipospaysas IUIeHKa
¢ TekcroM ITALFARMACO).
Mapkuposxa | Ha Gnucmepe na pycckom szvike yxaswieaiom: | Ha 6nucmepe mna pycckom asvixe yxkesanw: | JIA
' JIOTOTHI JiepKaTens (napensa) PY | morotHn  fiepiKareis (Bnagensna) PV
«(ITALFARMACO»  (ypapuxa +  1excr | ITALFARMACO»  (rpadmka +  Texcr
JlaTHHHNEH), TOPrOBOEe HAWMEHOBAHME mpemapara, | datununel) [ITALFARMACG], Toprosoe
NeKapCTBEHHYI0  (OpMY, HAUMEHOBAWWE W | HAMMEHORaHWEe npenapara [MOAMJIAH®],
KOTMHYECTRO ACHCTRYIONIYX BENIECTR (KAl HOMHT | JeKapcTBeRHAd dopma [rabnerxi],
— 0,262 wmr, dommesas xucnora — 0,400 Mr, | HAHMCHOBRHHE M KOJNHYECTBO JEHCTBYIOUHX
syTamMuH Bz — 0,002 mr», HomMep cepuH, AaTy | BellecTs «kamug Hommm — 0,262 mr, donuesas
OKOHYAHHA CPOKA FOJHOCTH. xucrnora — 0,400 mr, sutamun Bz — 0,002 Mr»
Ha xapmonnoit nauxe wna pycckoy aswike | [kamus Hopun— 0,262 mr, donrcBas KECIOTA —
YKQ3bl6ajont; TOPTOBOE HaMMeHoBauue npenapata, | 0,400 mr, surampy Biz- 0,002 mr], HoMep cepun
TPYIIIHPOBOYHOE HaMMEHOBaHMUeE, jJeKapeTReHEyo | [1026016], naTa oxonuyaHrs cpoxa rogsoctd [12
hopMy, KoTHIeCTBO TabNeTOK B YIIakoBKe, coctas: | 2028].
HAUMEHOBaHHE H KONMYECTBO JelcTeyromux | Ha XapToHHOM Navke HA PYCCKOM SI3BIKE YKA3AHEL
BRIIECTB, NepedeHb BCIIOMOTATENBHEIX BEHIECTE, | TOProBOE HaUMCHOBaHHE npenapata
HAUMEHOBAHME ¥ ajpec Aepkatena (smamensua) | [HOAWIAU®], TPYHIHPOBOYHOE
PY, norotm pgepkatens (mmazensna) PVY | mamMcHoBamme [kanus ifopua + donmesas
«ITALFARMACO» (rpaguka  + TEKCT | KAQJIOTA + IHaHOKoGalaMHH], nekapcTBeHHas
JaTHHHLEH), HAUMEHOBaKHe M agpec Gupmbl- | hopma [radmerxkd], KonHueCTBO TableTok B
TIPOM3BOAUTENIA, HHTEDHET aJpec Ea arrnuiickoM | ymakoske [28 Tabmerox], coctap [Cocras:]:
S3BIKE, CHI0COD NPUMEHSHES (AN IPAeMa BRYTPLY», | HANMEHOBAHHE ¥ KOJHMYECTBO JSHCTBYIOMHUX
«lloxasanasi, 03, INpeIynpexIeHus: oM. | BemecTs |[[leficTByioniMe BelIeCTBA: KAIHS
HHCTPYKIMIO.», «XPaHHTh B HELOCTYNHOM Jnd | Hoaup (3xBEBanedTHo WHomumy) — 0,262 mr
JeTedl MecTe.», YCHOBHA Xpadenus, ycnosua | (0,200 mr); dosmepas xueiora — 0,400 mr;
OTIIYCXa, HOMep cepud (ykaspisaerci mmpavu | umanoxobamamux  (suramua Bp - N
iy uxdpamu ¢ gobapieHKEM IONMOIHHTENBHOrO | KpHeTawmgeckai)* - 0,002 wmr], nepegens
Oyksensoro cy(@uica), 1aTy IpOH3BOACTBA, JAaTy | BCIOMOTATEBHEIX BewlecTs [BenomMorarensHele
OKOHYaHHS CPOKa POXHOCTH, HITPMX-KOJ, HOMED | BeIIeCTBA: JAKTO3hI MOHOTHADAT, WEJIN03a
PETHCTPANHOHHOTO  YJAOCTOBEPEHHA ¥ ATy | MHKDOKDHCTAJLIHYecKas,
PETHCTPaLAH, JOTyCKaeTCs HaHECEHHe | KapOOKCHMETHW/IKPAXMAJ HATPH#, KANbLHA
BHYTPEHHEX KOROB mnpomssonurens {(uudpossie, | cTeapart.
TCKCTOBBIG MM Ipadideckyue) W OBYMEPHOTO | *-HATPHs  LWTpAT, JHMOHHas KHCIOTa,
MaTPHIHOTO KOZA H/UITH CPECTB HAEHTUOHKANNA | MAaAbTOAEKCTPHIL], HaHMCHOBAHEE W ampec
(cepranm3armu). Iepxarena  (Brajenblia)  PErHCTPALlEOHHOTO
yiaoctopepenus  [Jepmatens  (Bragenemn)
PErHeTPAIAOHHOTO VAOCTOBEPeHus:
Hrandapmaxo C.A., Henauuma 28108,
Anxobengac, Magpug, Cam Padasns. 3.],
JOrOTHN  gepxartens  {enagemsma) o PY
W(TALFARMACO»  (rpadmxa / + Texcr
NaTHHHLEH), HAUMEHOBRHHS H aipgc (upMbl-
TIPOM3BCANTENS [MpousBomnTens:
Hrandapmaxo C.uA., Wranus 20126, Mungy,
Bobsuze @yaseuo Teerw, 330.], utirepuer aapec
OJOBPEHO
Hrandapmako C.n.A. — Busute @yassac Tecrw, 330 — Musas — Uranus 19702/2026




Kox
PEFE2910

[Ipony;c’r:
Honpunaiid 28 Tabnerox

Jlorotum: UTAJIGAPMAKC>

Ceprituxar aHanuza

Koutpons xayecTsa — Cepruduxar Ne 2026008%6/1

Cepun
1026016

Crp.2/2

JiaTa npoH3BOACTRA

Anxanus

Jata OKOHUAHMS CPOKS FOAHOCTH

15/12/2025

18.02.2026

31.12.2028

TIpomyxTs TuAponu3a
honueBoi KHCIOTHI:
N-(4-amunobensomn)-L-
TIKTaMHHOBAA KHCIOTA
Ilponyxrsl THApOIH3a
Qonuesci KUCIOTHI:
RRT 0,78

IIpomyKTs THOpoNu3a
domiesoit KHCTIOTEL

RRT 1,20
TIponykTst
donuesol
Enunnynas
He¥IeHTHHIHpOBaHHaA
HPHMECH
IponyxTsl
donuesoit
Cymma
HEHASHTHKIEPOBAHHbIX
TIpuMecei

CHAPONE3A
KHCIOTBI:

THADOTIH3
KHCIIOTHE

=10 %

0,6 %

<0,1 %

<0,1 %

<1,0 %

cH
0,6

CH
0,0 (Hexe ypoBnsa oGHapyxeHHN)

0,0 (Hmxe yporns oBxapyienus)
CH

0,0 (Himnxe yposHA 0GHapy:KEHE)

CH

0,0 (Hmxe ypoBis o6uapyxess)

YnakoBka/MapKupoBKa

Cootsercteyer (CH. cepTHOHKAT aHau3a)

CooTBeTcTEYET MI'A

Obmee wucno aspobHsIX
MUKPOOPraHH3MOB

<1000 KOE/r

<10 K

Ob1ee 9HCI0 APOXOKEBEIX
M [IGCHEBBIX TPHOOB

<100 KOEr

<10

Escherichia coli

Oteyreryers i r

OtcyTeTBYST

CCRIIKH:
Iprmevanne:

[Noamics

0JIOBPEHO

19/02/2026

PyKOBOJHTEIB XHMAYCCKON
nabopaTopHi

. Tarapyna

Hara: 19 diespans 2026

X panerue: XpannTh NpH TeMIepaType He Beie 25°C
Cpoxk ropgocTs: 3 roga

Pyxosonnrens Guonoruzeckoi
naboparopyun

M. Buunnansa
Tlommmcs

Hara: 19 deppans 2026

HMrandapmaxo C.n.A. - Beane @ynssro Tectn, 330- Munas -Hranus

MeHemKep 110 KORIPOIFO KAMECTEE
M. Tarru
TMoagmuce

Mara: 19 dgespans 2026

Crpannua 2 u3 2



$Jlororun: HTAJIGAPMAKO>

CeprHuKaT aHanuza

KHCIoTa
OJOBPEHO

19/02/2026

Mrandapmaxo C.mA. - Beane ®ynspro Tects, 330- Munan -Hranusa

Crpanmma 1m3 2

Kontpons xauecrsa — Cepridrxar N 202600896/1 Crp.1/2
Ken Cepus
FE2910 1026016
POLYKT:
Homunaiid 28 Tabrerox
JaTa npousBoacTsa Anann JaTa OKOHMAHHS CPOKA TOANOCTH
15/12/2025 18.02.2026 31.12.2m8
Hoxazarenu Creunduranug En. mam. Pezyayrar [a3510]
Onucanue Kpyrnsle NBOAKOBRINyKilble TalneTxu oT | Kpyrneie aposkopbmyxmsie TaGnertky | CH
GIeHO-)KEATOTO /10 TEMHO-HENITOTO LIBETA, | BIENHO-KEATOrO BETA ¢ BKPArICHEIMI
HonycxatoTes Brpanaenus Gosiee TeMHOTo | Godee TEMHOTO BeTa
1BeTa
CpenHag macca >92.5 <107,5 Mr/Tabnerka 99,6 CH
Pacnanaemocts <15 Mun 3 CH
[ToTeps B Macce npH <5 % 34 CH
BEICYIUHBaHHY 2
IopmHHHOCTE BOXX: | Bpems yhep#uBaHHs OCHOBHOrO IUKa Ha | BpeMd y/lepiyBanis OCHOBHOrO MHKa Ha | CU
Homun XPOMETOTPaMME HCMIBITYEMOrO  PacTBOPa | XPOMATOTPAMME HCMLITYEMOTO pacTsopa
AOMAHO  COOTBCTCTBOBATh  BPEMEHH | COOTBETCTBYST BPEMEHH YHEpIKHBAHMSA
YIAEPKHBAHKS nuka  flomnza Ha | mMka  MomMga  Ha  XpOMaTorpamme
XpOMATOrpaMMe CTAaHAAPTHOTO PAcTBOPA | CTAHJAPTHOrO PacTaapa
KonuuecTsenroe 5190 <10 MKT/TaBneTk 204 CH
onpenenenye: Homug a
(% or sasmsemsoro | ... 4 <1050 % 102,0 cH
KONH4eCTBa) .
PacTBOpeHHe >85 %: ffomuna 4yepes 15 mun 102 CH
ToamHBOCTE BIXKX: | Bpems yaepxiBaHHa OCHOBHOIO OHKA Ha | Bpemsa yaepikHBaHMS OCHOBHOTO MHKa Ha | CH
Donuepas KucioTa XpOMaTOrpaMye HCHLITYeMOro PacTBOpa | XPOMATOTPaMME HCIILITYeMOro pacTeopa
HOMKHO ~ COOTBETCTBOBATH  BPEMCHH | COOTBETCIBYET BPEMEHH YHEPKMBAHHS
YHCP:KHBAHHA NHKa (QONHEBOH KHCAOTEl HA | NHKa (onuesoi KHCIOTh! Ha
XpOMATOrpaMme CTaHXAPTHOTO PACTBOPa | XPOMATOIPaMMe CTAHAAPTHONO PAacTBOpa
Konnuecrsennoe fraG CH
onpenenenne: Ponmenas | 2380 Sy HEPURARX 411
KHcsoTa
(% ot  3aIBIEHHOTO 95,0 <1050 % 1028 CH
KOJIMYECTRa)
PacTBopeHue: 2380 % DomueBoit kucnoTH Yepes 30 MiH 103 CH
Toznunuocrs BOXX: | BpeMs yhepxuBaHHA OCHOBHOTO MHKa Ha | Bpema yaep:HBaHus OCHOBHOTO MHKa Ha | CH
Iyanokofanamuy XpOMATOrpaMMe HCMBITYEMOrO PACTBOPA | XPOMATOrPaMMe HCTBITYEMOTrO PacTBopa
HOMKHO ~ COOTBETCTBOBATH  BPCMEHH | COOTBETCTBYET BPEMEHH YISPKUBAHUS
YAepRUBAHMA NHKa LuaxHokoGanaMuHa Ha | nuka uHanokoGanamuHa Ha
XpoMaTorpamme CTaHAapTHOrO PACTBOpA | XPOMATOrpaMMe CTaH)apTHOTO PacTBopa
KommuecTsennoe >1,8 <22 MKr/TabneTk CHU
ofipesne/ieHHe: a 2,0
[IuanoxobanaMud
(%  or sassaeunoro | >90,0 <110,0 % 100.0 CU
KONMYECTBa) ‘
Iloctoponnie npumecH: CH
Ilrepoesas xucaOTa
<0.,6 % 0,0
HpoayxTs THOPONH3a CH
Gonneroit KUCIOTBI:
4-amuHoBensoiiHas <0,1 % 0,0 (Husxe yposus onpegenens)




