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[NOATBEPXJEHME COOTBETCTBH Ne 1012 o1 03 cenrrabps 2026 roga
BBOSMMOIO JIEKAPCTBCHHOrO NiperniapaTa TpebORaHHAM, YCTAHOBIICHHLIM TIPH €r0 TOCYAaPCTBEHHOM DerHCTPALMH

Toproeoe HanMenoBaHue Depnarym

MesxtysapoiHoe HenaTeHToBarHoe [YKenesa npoteun CYKLHHMIAT
HayMeHOBaHMe (TpyNUpOBOYHOE
MM XAMIYECKOE)

JlexapcTBenHas hopma PacTBOp I NpHeMa BHYTPS

Jlo3HpoBKa 800 mr

PopMa BEIIYCKA 15 mn - axons! (20 wrt.) - N8YKK KAPTOHHEIE = NO PELENTY
Homep cepuu (nmaptun) 26021

O6sem cepuu (mapTin) 16 251 ynaxoska

Howmep # nara wusoica 2612938 or 25.06.2026

JlaTa npoussogcTEa 28.05.2026

Tonen mo 31.05.2028

HaumeHoranue 1 agpec IIpouzs0dcmeo 20moeoll sexapcmeenHo (opmu.:
NPOM3BOAKTRI (C YKa3aHHEM Hrandapmaro C.A., Henanns

cTauit IPOU3BOICTEA) Can Padasns, 3, 28108, Anxobennac, Maapux, Henanus

Ilepsuunan ynaxoska: Vrandapmaxo C.A., Venauus

Can Padasms, 3, 28108, Ankobenpac, Maapun, Henanus
Bmopuunas ynaxoska: Urandapmaxo C.A., Ucnanus

Can Paasnp, 3, 28108, Anko6ennac, Maapun, Henanus
Beinycraiowuii konmpons xauecmea: Urandapmako C.A., Mcnanus
Can Padasms, 3, 28108, AnkoGenaac, Manpua, Henanus

Homep u aata perucrpaumontoro  |JITI-Ne(003723)-(PT"-RU) ot 17.11.2023
YOCTOBEpEHHS

Homep nHopMaraeHoOH JITT-Ne(003723)-(PI"-RU)-060525
JOKYMCHTALHH

Hauvenosagne u aapec nepxatens |Urandapmako C.i.A., Uranus
PErHCTPaUHOHHOT0 yaecToBepenns [Viale Fulvio Testi, 330, 20126 Milano, Utanus

Tlocrapimmk Hrandapmaxo C.n.A., Uranus
Viale Fulvio Testi, 330, 20126 Milano, Utass

Hacrosmpy noarsepxnaio, 9I0 JNeKaperseHHbli mpenmapaT (epriarym, pacTsop s NpheMa
BHYTph, 800 Mr (maxom) 15 mm x 20 (nmauxa xaprommas), cepum 26021 HpOH3BeNeH B
COOTBETCTBMHM C HODMATHBHOH noxymentammedt JIII-Ne(003723)~(PI-RU)-060525, npasmiramu
GMP u cootBercTByeT TpeOOBAHHAM, YCTAHOBNECHHEM IIPH €I0 TOCYAapCTBEHHOY, PETACTPAIHH, ¥
MOeT OBIT BBITYHIEH B rPaKIaHCKHH 060poT. /{//j’ —

OTBeTCTBEHHOE JIHIO Kopobeitauxosa H.A. L
000 «UTD» ([loBepeHEOCTS OT i (mpafugk) %
04.03.2026 1) D TATML



<Hozomun ATAJIOAPMAKC>

CEPTHOUKAT AHAJIM3A
Tlponyxr: BEPJIATYM, pactsop mist npreMa BHyTps 800 Mr (dhmaxon) 15 mm Ne 20 & nauxe xapronHoit
Houmep cepum: 26021
Hara npoussozmeTsa:  28/05/2026 Cepinka Ba npogykT: 991265
Cpoxk rogHOCTH: 31/05/2028 Homep anamiza: 202607835
Crpannna 2 u3 2
Harpas 12,0-18,0 mr/hnaxon 14,9
HpOnMINaparnapoKcube
H3oaT (BOKX)
Voakosxa Tlepryunas ynakoka: Ilo 15 Mo B Heppwanas ymakoska: Ilo 15 M1 B
TIONEDTHIICHOBBIH  (NAkoH, YKYIOPSHABIN | MONU3THICHOBHIH dmaxon, yKymopemmsiii
TIONFDTHIICHOBOH KDBIIKOH C KOHTPONEM | MONHATHIEHOBOH KDBILIKOH C KOHTpOJNEM
TIePBOTG BCKPEITHS. HEPBOTC BCKPHITHIL
Bropynag ynakorka: 10 wnm 20 draxonos ¢ Bropuymas ynaxoka: 20 dnaxosoB ¢
JHCTKOM-BKIA/bLINEM B KAPTOHHYIO TAYKY. | JMCTKOM-BKIAABILIEM B KAPTOHHYIO NAYKy.
Honyckaercs HaHECEHKEe SAATHOH | Ge3 3alATHOM STHKETKH KOHTPONA HEPBOTO
STHKCTKH KOHTPONA [EPBOLO BCKDBITHA | BCKPHITHA (MPO3PAauHAs MICHKA ¢ TEKCTOM
(npospaunag TUISHKA c TexeToM | ITALFARMACOQ).
ITALFARMACO).
Mapxaposka Homxsa cootsercraorars JII-N(003723)(PT - Cootsercteyer  JIII-Ne(003723)-(PT-RU)
RU) yrB. 06.05.2025, nocnenosatensocts y18. 06.05.2025, nocnenoratensrocts 0006
0006
XpaHenue Tlpu Temnepatype He BEinze 25°C
Cpok rogsocTy 2 rona
Coxpamenus:

Habmonenus: 5/n

HATA, UM M TIOAMNCK:

<Hoanucano>

23 wonsa 2026

Ania Vizabens Hapran Pogepa

KoHrpons xauecrsa

<[loamucaxo>

24 / mons /2026

Capa I'apcua

Texnuyecknit nupextop

C/ Cau Pagasib, 3— o Hupyerpuans Anxobennac — 28108 AaxoBesjac (Magpux) — Tesw.: 91 657 23 23 - Dakei 01657 23 72
E-mail: italfarmaco@itfsp.com — Hirrepaer-caiit: http/fwww.italfarmaco.es

3apeructpuposana s Toprosom peecTpe Mauprna — om 8.601, kusra 7.477 Paspen Ne 3, ancr 187, noxymeirr Ne 82,156-2, sancs Mo |
VIHH: A 78570611 - HHH p pamiax EC: ESA 78570611



<Hozomun UTAJIPAPMAKO>

CEPTHOUKAT AHAJIM3A
IponyxT: DEPJIATYM, pacteop ans nprema BEyTph 800 Mr (Gmaxon) 15 mn Ne 20 B nayxe xapronHOM
Homep cepum: 26021
Hara npoussojcrea:  28/05/2026 Ccbinka Ha pozyxT: 991265
Cpok rogsocTu: 31/05/2028 Howmep anamusa; 202607835
Crpanuna 1 us 2
ADC: Henesa mpoTens CyKIMEIIAT ‘
Atk Ti D¢ Kemmxan Jy, Pya Bera, 574, Apea Hunactpuan Hopre, Kommrexco
Herpokenmiro xe Kamaxapu, 42810-300 Kamakapy, Baxua, Bpazumus
Homep ceprn: 2025000772, 2026000367
Homep noxymenra: JII1-Ne(003723)-(PT-RU) ot 06.05.2025
Hoxkaszaresin Creunduxanuns Pesynbtat
Onucanne TIpospayHEf KOpHYREBATOrC UBETA pactsop | [Ipo3payHsiii KOPHYHCBATOrC BETA PACTEOD
(opzanonenmuveckuil) © XapaKTePHEIM 3amaxomM C XapaxTepHBIM 3allaxoM
HApenruduranus;
Heneso (I11+) Ocazox cuuero useta Ocanok cusero usera
(Kauecmsennan peaxyus.
Memoo ¢upaer)
HKenesa Ocajlok XpacHOBaTOro IBeTa Ocanox xpacEoBaTOrO HBETA
CYKIMHEJITIPOTCHH
(Kavecmeennas pearxyus.
Memoo gupner)
JlaxTonporenn Beblii 06beMHELE ocanok Berrerit o6peMusIi ocagox
{(Kawecmgennan peaxyus.
Memod dupme)
Harpas metun Bpemenra ynepxuBanug OCHOBHBIX NHKOB HA Bpemena ynep)xrBaHHs OCHOBHEIX TIHKOE Ha
NAPATHAPOKCHOCH30AT H | XPOMATOTPAMME  HCIBITYEMOTO  pAacTEOpa XPOMaTOrpaMMe  HCMBITYEeMOro —pacTBOpa
HATDHS TPONHI AQIUKHEL  COOTBETCTEOBATE  BPCMEHEM | COOTBEICTBYIOT BPEMEHAM YHCPKHBANMA
naparugpoxcufensoar YACPKUBAHKA TIMKOB HATPUS METHIT- M | OMKOB HaTpHA METHIT- "
(BIKX) IPOMAINAparHIpPOKCHOEH30ATOB B2 | RPONHINAPATHAPOKCHEEH30aTOR Ha
XpOMaTOrpaMMe CTAHAapTHOrO PacTE0pa XpOMaTOrpaMMe CTAHZAPTHOTO PacTBOpPA
pH (Eep. @) Or6,0 10 8,0 75
Iinornocrs (Eep. P, Or 1,010 - 1,110 r/mn 1,051
Hispaexaemblii o6bem Cpenmree 3nasenne He MeHee HOMUEAILHOTO,
(Memod dupmer) Otaensysie sraverns + 5% ot nomumamsroro | 15,30
(ot 14.25 5o 15,75 Mn/thnaxon)
MuxpoGuonorudeckas Kareropus 3A
qucroTa (Eep. @)
Obmee yueno aspobHEX
Saxrepuii (TAMC): - Be Gonee 10 KOE/mn <10
Obmee xonAuecTso
rpHOOB H ApoXKeH
(TYMC): - ge 6onee 10! KOE/mir <10
Escherichia coli - OTCYTCTBYET B 1 M Otcyrereyer
KosngecTeennoe onpegenenize
Cso6onnoe :xenezo (IT1+) | <0,05% 0,00
(Crexmpogomomempus)
O6imee xemmeso (HI+) Ot 38,0 1o 42,0 mr/ dyrakon 40,8
(Crnexmpogpomomempus)
Harpus 36,0-54,0 mr/ dnaxon 443 Ry,
METHINAparHApoKCHOEH LSl 0.
s0aT (BKX) K?

C/ Can Pagare, 3 - Hon. Honycrprass Ankobennac— 28108 Anxobenpac (Maxpun) - Ten.:
E-mail: italfarmaco@itfsp.com — Hirrepner-caift: http//www.italfarmaco.es L

Saperncrpuporana 3 ToprosoM peectpe Mappuna —Tou 8.601, kusra 7,477 Pasnes Ne 3, nuer 187, noxymerrs Ne 82. fsézﬁl,!yggga'cg Mo o

91 657 2303 Daxe: 916572372
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<Jozomun UTAJIGAPMAKO C.A>

CEPTU®HKAT COOTBETCTBHS

HA3BAHHUE ITIPEITAPATA: @EPJIATYM, pacineop 0is npuema guymps 800 sz (Guaxon) 15 mn Ne 20 ¢ nauxe xapmonnoi
KOJI ITPEITAPATA: 997265

CTPAHA HA3SHAYEHHS: POCCHA

HOMEP CEPTHOGHKATA GMP: ES/136HV124

HOMEP CEPHH: 26021

JATA TTPOU3BOICTBA: 28.05.2026

HATA OKOHYAHUS CPOKA I'OJHOCTMU: 31.05.2028

IOJIYYEHHOE KOJIMYECTBO: 16 251 ynakosok

1.

TIpon3BOACTEO, yHaxoBka U KOHTPONL JAHHOM CEDHM OCYIIECTBITHCH KOMIAHHEH «UTAJIPAPMAKO, C.A» oo
xomnarui «ATAJIOAPMAKO C.n.A.» Ha TPOM3BOLCTBEHHOH [IoIanKe, pacionoxenHoH o anpecy Can Padass, 3,
AnxoGennac, Manpun (Mcnanus), JlestentHocts o CepualM3alMK ¥ arperausu Obina OCYLIECTBIeRa MaHATHANDL
Hrrerpa C.JLY. Ha NpowssoncTRe A0 MTomaKe, pacTionoxenHoH no anpecy Ionuroxo Unnactprar Helirop-Xenapec
E-3, Jox-23-24, Meko, Mappux (Mcnasms).

KavecTBeHHEIl U KOMMYECTBCHHBIA COCTAB CepuH COOTBETCTBYET HPOTOKONY HA NPOH3BOACTBO cepur OF-0384.02
(uedbacopannsli npenapar), HATHPOBAHHOMY HOMs 2024 roja, W TPOTOKONY HA MPOHIBOACTBO CEPHH QA-0880.01
(roropslif mpemapat), JaTHpoBaHEOMY Mail 2022 TOMa, KOTOPhIE OMHCHIBAIOT BCE MATEPHATEL, MCHONLIOBAHHBIE MU
IPOH3BOZICTBA CEpHH.

ITIponssogcrso  HedacoBassoro npemapata  OCYILECTEIENOCH B COOTBETCTBHE YTBEDKICHHOR CTanmapTHoH
TIPOU3BOACTBEHHON mpouemypoli PF-1196.03, natmpoBamsoi OkTs0ps 2024 ropa, W ASHCTBYIOMMMH NPABUIAMH
Hamnexanie# npousso/cTsenuo# nparuka. Bee oTIIORCHES OT YTBEPKOEHHOr0 IPOLECC {€CIH TAKOBbIE HMENIH MECTo)
ObLIH TIONHOCTEIO OLEHEHB! ¥ YTBEPKICHB YIIOHOMOYCHHEIM TIEPCORATOM,

Onepauus 1o yNakoBKE MPOBOJMIMC: B COOTBETCTBHH ¢ YTBEpXKIEHHOH CTaRNapTHOH mpouemypokt PA-1227.03
narupoBanHoM Maf 2025 ropa, JeHCTBYIOMMMH TpaBwiaMy Hamnexameif HPOH3BOJICTBEHHON NpakTHKY, Bee
OTKJIOHCHNS OT YTBEPKACHHOIO NPOLECCa, BCM TAKOBHIE HMENH MECTO, GBUIH HONHOCTBIO OLCHEHE H YTBEPHUEHBE
YIONHOMOYEHHBIM NEPCORANOM.

JeATENbHOCTS HO CEPHANM3ALMH W arperaliid OCYL(ECTBAANACH B COOTBEICTBHH ¢ YTBEPKAEHHOH CIaBmapTHOMN
Tpouexypokt “Ilpunoxetue 1-011 3axas na BropuuHyso ymakosxy x COII PPOO1 Tpousroncreo”

puniaraemsiii cepTuguKaT aHANU3a COLEPKAT BCE AHATMIH HCCHC/YEMBIX NapaMeTpOB ¥ NONYHCHHSIE Pe3YIIbTATH
COLIaCHO crelMdHKammM Kayectsa NeE-PT-3500.02 xoMmanuy HTAJTIPAPMAKO, C.A.

Cupaao‘mme HOOKYMCRTEI, Oﬁpﬂ.'ilﬂ:l ¥ 3aN0aHeHHBIH TIpPOTOKOXN Ha NPOU3BOACTBO CEPHH XPAHATCA B HAIIEM ApXHBe K OpH
HEOOXOIMMOCTH C HEMH MOJKHO O3HAKOMHTLCA.

Hactosmum HOnTBEpXIAl0, YTO HHGOPMAINHA ABITETCH MOCTOBEPROR B TouHOH. JlaHHas cepms Npomyxumy Gbina
UpPOM3BCACHA, BiULOMaHX VYIAKOBKY, MADKMPOBKY M BHIIYCKAIONIMH KOHTPON: KAuecTsa, Ha BBIMICYIOMSAHY TOH
HpOH3BOICTREHHO IUIOIIAAKE B MONHOM COOTBETCTBHH ¢ Tpedopanmmmu Hamnexameit IpOH3BOACTBEHHOH npakTHih EC,
a Taioke TpeBOBAHHAME PEruCTDALFOHHOTO YEOCTOREPEH S JI-Ne(003723)-(PT-RU) ot 17.11.2023, u HOpMaTHBHEOTO
ZoKyMenTa CTpanbl-amnoprepa JIIT-Ne(003723)-(PI-RU)-060525.

VicnibITasHAR Cepis COOTBETCTBYET BCEM HEOOXOMUMBIM CIIeE(HKAMHAM 1 TIOJTYqH/1a PA3PEINEHHE Ha BHITYCK.

< HOANHCAHO >
24/06/2026

SaMecruTens YIOTHOMOYCHHOFO NHIA T Ty, Y
Jara £ - \‘

Hraunpapumaxo, C. A, Ny A
C/ Cau Papasns, 3 — Mo, Huayerpuans AnkoGengac— 28108 Anwobenmac (Manpax) — Ten.: 91 657 23 23‘:-!‘;(?_‘21.{(!: 91'657.23°72
E-mail: italfarmaco@italfarmacogroup.com — Hurepner-caitt: hitp/fwww.italfarmaco.es el
Saperncrpuposana » Topronom peectpe Manpuna — tom 8,601, kunra 7.477 Pasnien Ne 3, nucr 187, noxyment Ne 82.156-2, sanucs No 1
HHH: A 78570611 — MHH s pamxax EC: ESA 78570611



< JTozomun ATAJTOAPMAKO >

CBHJETEILCTBO O BEIITYCKE
Tlpenapar: 991265 GEPHATYM, pacTsop g nprema BRyTps 800 Mr 15 s Ne 20
Ananmz Ne: 000202607835
TTpoucxoxnense cepus; 01
Jok, Marepuans: 5000010093 Jara npou3soxcTRa: 05.2026
Cepust: 26021 Hara oxorsanys cpoka roguoctd: 052028
Cepus IOCTaBILKKA:
3akas ua mpomssozcrea: 4500147880 Cxnag: 2030

Hocr: 8329 Manantrans Harerpa CJLY.

IIpmveyanus:

Tpouseoputens: Hranpapmaxo C.A., Can Pagasy, 3, 28108, AnxoSenzac, Manpun (Mcnanms)

Vnaxosmux (Ileperminas ynaxoska): rargapmaxo C.A., Car Padaons, 3, 28108, AnkoGennac, Manpun (Mcnanns)
Vnakosnwk (Bropuuuas yrnaxoska): Wrandapmaxo C.A., Can Padasns, 3, 28108, Anxobesnac, Magpun (Mcnauws)
Beimycxatonuii konTpons Kavectsa: Hrangapmaxo C.A., Cau Padasns, 3, 28108, Anxobennac, Manpun (Menanus)
Howmep cepruduxata GMP: ES/136HV1/24

HacTogmmm noTBepaalo, 410 HHOpPMANUS ABIAETCH AOCTOBCPHOK M TOYHOMH. JlaHnas cepus FOTOROrC NpoayKTa Ghuia
pOH3BE/ICHA, BKMIOYAS YNAKOBKY, MADKMPOBKY M BBIIYCKAIOL(HH KOHTPONh XadecTsa Ha BEINCYTIOMSHYTOM
TPOH3BO0JICTBEHHOM IOMAAKE B [IONHOM COOTBETCTBHH ¢ TpeGobanmusva GMP EC u TpeBOBaHAAMH PErHCTPALMORHOTO
YACCTOBEpEHHA CTPAHE! Ha3HAYEHHS. '

Sanwucy of obpaboTke, ynakoske H aHAIM3E CEpHH GUIK TIPOBEPEHB! M NPHIHAHEI COOTBETCTRYIOMMUMY TPeBORAKMUAM
GMP. JIro0bie OTKIIOHEHHS, €CITH TAKOBBIE HMENH MECTO, BEUU TOMHOCTEI OlIEHEHS! i O0OPEKE! YIONHOMOYSHHEIM
TNIePCOHATOM.

HaHHas cepus BRIMYIeHa Y IOIHOMOTEHHBIM JHIOM.

KOJHMYECTBO EJTUHUILTIPENTAPATA,
TIOJUIEXAIIMX CEPUMHOMY

BBIITYCKV: 16251

Pesynerar: Coorrerctayer

JlauHn1 cepTHOHKAT HOANKCAH 3MCKTPOHHO
Tapcus Concanec, Capa
Crenuaimer OK / 3am. VionroMOdeHECTO LA
23.06.2026 13:04:32
Tapens I'oncarnec, Capa
Crenuanuct OK / 3am. YIIonHOMOUCHHOTO NMNA
24.06.2026 10:03:32
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Wrandapmaxo CA, R’ Woes o
C/Cau Pagasns, 3 Tlon. Mka. AnvoBengac, Ankobenaac, 28108-Maapua, Mcnanua — Tea.: 91 657 23 223 — dasce YuesR23T



