<Hozomun UTAJIGAPMAKO>

CEPTHOHKAT AHATIM3A
Tiponyxr:
Howmep cepam: 26022
Hara nponssogcrea:  29/05/2026
Cpox rofgHocTH: 31/05/2028

DEPJIATYM, pactsop s npuema sRYTph 800 Mr ((rakon) 15 M Ne 20 B nauxe xapToHHO!

991265
202608037

Ceblxa Ha DPORYKT:
Howmep ananusa:

Crpanna 2 us 2

Hatpun 12,0-18,0 mr/dnaxon 14,7

nponuInaparuapoxcuie

H3oaT (BRXKX)

‘VnakoBka Hepswynas ynaxoska: Ilo 15 mn B | [lepssmmas  ynmaxoska: Ilo 15 wmn B
TONHITHICHOBELE (UIAKOH, YKYNODEHHBIH | MONESTHICHOBEIH makoM, YKyIOpeHHEI
TIOMAITIIICHOBOK  KDHILIKOH € KOHTpONEM | MONESTHICHOBOM KpBUOKOHM © KOHTPONEM
TIEPBOTO BCKPHITHA. NEPBOTO BCKPBITHA.
Bropuanas yiakoska: 10 s 20 dnaxonos ¢ | Bropmynas ynaxoska: 20 (makoHoB ¢
JHCTKOM-BKJIANBIICM B KAapPTOHRYIO Tiadky. | NHCTKOM-BKNANLIIEM B K2PTOHHYIO ITadKy.
Homyckaercs HdHECEHHe 3auuTHOR | §€3 SalMTHON ITHKETKH KOHTPOMNA NEepBoro
ITHKETKH KOHTPOJA MCPBOrC BCKPHITHA | BCKPhITHA (TIPO3payas IUIEHKA € TEKCTOM
(mpospasas IEHKa c TexcToM | ITALFARMACO).
ITALFARMACO).

Mapkuposka Homxsa cootsercreosars JITT-Ne(003723){PT- | Cootsercrayer JHI-Ne(003723)-(PI-RU)
RU) yz. 06.05.2025, nocnenosarensHOCTE ytB. 06.05.2025, nocnemosarensrocts 0006
0006

XpaseHue Hpu Temueparype Be Bhime 25°C

Cpok roHocTd 2 roga

Coxpamenns:

Habmonenus: v/n

BATA, UMA 4 NOATTHCE:

<Ioanucaso> <[Toxnucano>

24 wrons 2026 24 / mions /2026

Ana Hsabens Ilapran Ponepa. Capa I'apcua
KonTpons kauecTsa Texsuaeckni xupexrop

C/ Can Pagpasstb, 3 - Toa. Hugyerpuans Aurcodensac — 28108 Amxobenaac (Manpus) — Tem: 91 657 23 23 ﬁbax\c 91 657 23 72 &
E-mail: italfarmaco@itfsp.com — Hurepuer-caiir: http//www.italfarmaco.es <5

3apeructpuposana b Toprosom peeotpe Manpuaa —Tou 8.601, kinra 7.477 Pasuen MNe 3, mucr 187, moxymenT Mo 82, 156-’1,?3411;“;:1.;{&4'"
YHH: A 78570611 — MHH s pamkax EC: ESA 78570611




<Hozomun UTAJIPAPMAKO>

CEPTHOUKAT AHAJIM3A
TponykT: DEPJTIATYM, pactsop s npuema srytps 800 Mr (Qnaxon) 15 mn Ne 20 & maske xapTomHoi
Homep cepum: 26022
Hara nponssozctea:  29/05/2026 Ccrunka ra mpomykT: 991265
Cpox rogHoCTH: 31/05/2028 Homep anammsa: 202608037
Crpannma 1 nz 2
ADC: Henesa nporent cykuuuuiat, Al Tu D Kemnran Jirn, Pya Bera, 574, Apea
Hnpacrpran Hopre, Kommiexco Terpoxsramgo ne Kamaxapn, 42810-300
Kamaxapy, Baxua, Bpasunus
Howmep cepum: 2026000254, 2026000367
Howmep noxymenra: JII-Ne(003723)-(PT-RU) ot 06.05.2025
Iloxazarens Cnenuducanus Pesyaptat
Onucanue pospagusiii KOPHYHEBATOTO LBETA PACTEOP TIpo3pauskii KOPHIHEBATOrO LBETA PACTBOP
(opzanonenmuyeckuil) C XapaKTepHEIM 3aMaxoM C XapaKTEpPHBIM 3aTaX0M
Haenruduicanms:
Keneso (II+) Ocazok cuHero isera Ocapox ciHero 1peta
(Kauecmeennas peaxyus.
Memoo gupaei)
HKesesa Ocaziox KpacHOBATOTO UBETA Ocajiox XpacCHOBATOrO LBETA
CYKIHHWINPOTEHH
(Kavecmeennas peaxyus.
Memood dupmet)
Jlakronporeny Benslif obbeMusif ocanox Beurstit 065eMHEEIH ocanox
(Kavecmsennas pearyus. !
Memod dupmer)
HaTpns meTHi Bpemena yaepxuBanust OCHOBHSIX TIMKOB Ha | BpeMeHa y/IepXuBaHus OCHOBHBIX IUKOB HA
NAPArHAPOKCHGEN30aT H | XPOMATOTPAMME  MCOIBITYEMOTO  PACTBOPA | XPOMATOTPAMME  HCHBITYEMOFO pacTeopa
HATPUS HPONIA MOMXHEL  COOTBETCTROBaTh  BPEMCHAM | COOTBETCTBYIOT BpCMCHEM YACPIKMBAHWA
naparugpoxcubensoar YACDHKHBAHHA MHKOB HATPHA METWI- M | NHKOB HaTpHs METII- "
(BIKX) HPONEINAPariAPOKCHOEH30aTOR Ha | HpOmMINaparuapoKCHbeH30aToR Ha
XPOMATOTPaMMe CTaHASPTHOTO PACTBOpa XPOMaTOrpaMMe CTaHAZPTHOFO PacTeopa
pH (Eep. @) 071 6,0 no 8,0 7,5
InoTtuocts (Eap. @) Or1 1,010 1,110 r/mn 1,051
Hspnexaemblii 06nem CpeHee 35a4CHNE He MeHee HOMHHANBHOTO.
(Memod gupmer) Orgenpanie 3Havenms + 5% oT HoMHHAMEEOTO | 15,35
(ot 14,25 10 15,75 Mmyv/bnakon)
MukpoGHosornyecKas Kareropusa 3A
unerora (Egp. @)
Ob1ee yrCIo a3pobHEIX
| Baxrepuit (TAMC): - He Gonee 10> KOE/mn <10
Obmee KonIeCTBO
rpudos ¥ aponcKel
{TYMC): - ne Gonee 10! KOE/mn <10
Escherichia coli - OTCYTCTBYET B 1 Mit OTcyTeTByeT
KoanuecrsenHoe onpeIe/icHae
Caoboguoe xeneso {I1[+) | <0,05% 0,00
(Cnexmpothomomempus)
Ot6mee scemeso (1) Or 38,0 1o 42,0 M/ pnakon 40,2
(Crexmpogpomomempusn) 371,
Harpus 36,0-54,0 mr/ grakor 43,1 * "G
METHINAParHApoKCcHEeH %
3o0aT (BOX)

C/ Can Pagpasss, 3 - Ion, Unpyerpuass Anxobennac - 28108 AnxoGengac (Magpn) — Tem.: 91 657 23 23— d’mc. 91.657 23 ‘?2

E-mail: italfarmaco@itfsp.com — Hutepner-caiirs http//www.italfarmaco.es g
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<Jozomun UTAJTIGAPMAKO C.A>

CEPTH®HKAT COOTBETCTBUS

HA3BAHUE ITPETIAPATA: PEPJIATYM, pacmeop dns npuema srymps 800 mz (¢naxon} 13 mn Ne 20 & nauxe kapmonroii
KO TIPETIAPATA: 991265

CTPAHA HABHAYEHWS: POCCUSA

HOMEP CEPTHOUKATA GMP: ES/136HVI/24

HOMEP CEPHH: 26022

HJATA ITPOU3BOJICTBA: 25.05.2026

IOATA OKOHYAHMS CPOKA F'OTHOCTH: 31.05.2028

[TOJIYYEHHOE KOJIMYECTBO: 16 317 ynakopku

1,

TIpou3BoACTBO, YNAKOBKA M KOHTDONL AAHHOM CEpHH OCYLIGCTEBMATNCH KOMNammeil «UTAJIPAPMAKO, C.A» ans
xommaEnE «ATAJIGAPMAKO C.iA.» Ha IPOH3BOACTBEHEOI TIonialike, pacrnosoxensnoi no agpecy Can Padasns, 3,
Anxobenpac, Mappun (Mcnanus). HdesTensHocTs 10 CepHanu3auud ¥ arperaumn Obina ocymecTBNesa MaHaTHAND
Unrerpa CJLY. Ha IPOM3BOACTBEHEOH MNOMIAKE, PACTONOKEHHOH 0 anpecy Tlonurono Mupnactpuan Helfnop-Xenapec
E-3, Jlox-23-24, Mexo, Manpun (Mcnanms),

KavecTBeHHLH 1 KONWYECTBCHHbIA COCTaB CEPUH COOTBETCTBYET TIPOTOKONY Ha MpousoacTBO cepuH OF-0384.02
(Hedacoanmeril Mpenapar), HATHPOBAHEOMY MIONL 2024 TOZ@, H NPOTOKONY Ha MPOH3BOACTBO cepum QA-0880.01
(rotomiii mpenapat), marapopanHOMy Mal 2022 TO/I2, KOTODhIC OIMCBIBAIOT BCE MATEPHANSI, HCIOJL30BAKHbBIC /T
[[PCH3BOJCTBA CEPHH.

[poussoncTo  HedacoBaEHOro mpemapaTa OCYIIECTBNANTOCH B COOTBCTCTRHE © YTBEDKACHHOH CTaRpapTHOMH
MPOU3BOACTBEHHON npoueaypoii PF-1196.03, matupopammoi OkTAGps 2024 roja, u melicTBYIOmEMM DPABHIAMH
Hamnexame# npomssoacTBenHOl MpakTuky, Bee OTKIOREHAS OT YTBEPKACHHOrO NPOLEecca (ECITH TAKOBbIE HMEIH MECTO)
ObLIH HONHOCTBIO OLCHEHEL ¥ YTBEPIKIEHH YIOTHOMOYEHHEIM IIEPCORATOM.

Opepauuy TO YnaxkoBKe NMPOBOAMINCH B COOTBETCTEMH C YTBEpXK/IEHHOH cTasnapTHOM mpoueaypol PA-1227.03
Aarnpopannodt mali 2025 roga, u aelcryommmy mpamwiamm Hapnexauedd NPOM3BOACTBEHHOM mpakTuku, Bee
OTKIIOHEHUS OT YTBEPAHESHHOTO Hpolecca, CAH TAKOBRIE MMEIH MeCTO, 6BUIM MONHOCTHIO OLEHEHHl H YTBEpICICHH!
YNONHOMOUEHERM NEPCORATIOM,

AeATensHocTh N0 CEPHATH3ALMH H arperalMH OCYIISCTBIIUIACH B COOTBETCTBHE C YTBEPKIEHHOM CTaHNApTHOM
nponexypoii “Tlpunoxenne 1-011 3axas #a propiunyio ymaxosky x COII PP001 Ilpoussopcreo”

Hpunaraemsiif cepTudyxaT aHanu3a CONEPHUT BCE AHANHABI HCCNENYEMBIX NapaMETPOB ¥ TONYUCHHBIE PE3yNbTATH
cornacHo cretdukanusaM kauecTsa NeE-PT-3500.02 xoMIagmus HUTATTOAPMAKQ, C.A.

CrpasouHble ioKyMeHTEL, 06DasIE 4 3aM0HeHHbIH! IPOTOKOI Ha TIPOH3BO/ICTBO CEPUY XPAHATCA B HALIEM apXHBe H NPH
HEOOXOAHMOCTH C HHMH MOXHO O3HAKOMHUTLCH.

Hacrosmmmm moprsepknalo, 4to MEGODMAlEs sBIzeTCH AocToBepHOR 1 TOWHOM. [lammas cepus NpOmyKuuu Osuia
TpoU3BeACHa, BKDOYAs YNAKOBKY, MAPKUPOBKY M BHIIYCKAIOIKE KOHTDOM: KawecTsa, Ha BHIMIEYTIOMAHYTOH
TPOU3BOJICTBEHHEOMH IIIOMa/Ke B NOIHOM COOTBETCTBHH ¢ TpeBopanmsmu Hamnexaumeit MPOH3BOACTBEHHOM NpakTHKH EC,
a TaKKe TpeGoBaHUAMY PeruCTpaEOHHOIO YAOCTOREPEHHS JITI-Ne(003723)-(PT-RU) ot 17.11.2023, # HOpMAaTHBHOTO
AoKyMmeHTa CTpanbl-HmMnoprepa JITT-Ne(003723)-(PT-RU)-060525.

HcnpiTarnan CepHsi COOTBETCTBYET BCEM HEOOXOAUMBIM CHCLIH(I)H]{&L[HS{M H IOJY9HNa Pa3pelleH)e Ha BEITYCK.

< NOIIIHCAHOo >
2470672026
3amecTuTens YOIHOMOYCHEOTO MHLA

Hara

=1

Hrangapmaxo, C, A. AN |
C/ Can Padpasnn, 3 - Ion. Unayerpnans AsxoGennac— 28108 AnxoGenmac (Manpun) — Ten.: 91 657 2323 — Maxc: 91 657 B3T2L
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< fJozomun ATAJIOAPMAKO >

CBUJETEJIBCTBO O BLIIIVCKE
Ipenapar: 991265 ©OEPJITATYM, pacteop id npaema BEYTPS 800 Mr 15 v Ne 20
Ananms Ne: 000202608037
ITpoucxoxuenne cepuy: 01
JHox, marepuans 5000010245 Jara npou3eojcTaa: 052026
Cepus: 26022 Hara oxonvanus cpoka rogHocty: 052028

Cepys NOCTABILHKA:
3axa3 na npouseofctea: 4500147880 Crenap: Z030
Iloct: 8329 MananTuans Harerpa CJLY.

Iprmevanus:

Tpoussomurens: Hrandapmaxo C.A., Can Padasis, 3, 28108, AnxoGenzac, Manpun (Mcnamms)

Ynaxosmuk (Ileppuynas ynaxosxa): Hrandapmaxo C.A., Can Padasns, 3, 28108, Ankobennac, Manpun (Mcnanms)
Vnaxopmuk (Broprunas ynaxoska): Hranpapmake C.A., Car Padasis, 3, 28108, AnxoSennac, Manpun (Mcnanss)
Brimyckaronguit korTpons kavectsa: Hrandapmaro C.A., Can Padasns, 3, 28108, Ankobennac, Manpuz (Mcnanus)
Howmep cepraduxara GMP: ES/136HV1/24

HacrostiuuM noATeepskAaro, 9To HEGOPMALHS SBITeTCS JOCTOBEPHOH K TOUHOMH. JIaHHAT CEpHs FOTOBOIO nponykTa Osia
NpOH3BE[eHa, BKINIOYAX YNAXOBKY, MapKHPOBKY H BHITYCKAIOMMI KOHTPONh Ka4ecTBA Ha BEIEYNOMAHYTOH
NPOH3BOACTBEHHOM [UIOWAAKE B TIONHOM COOTBETCTRHK ¢ TpeboBannaMu GMP EC 1 Tpe6oBaHRAME PETHCTPAITHOREOr0
YACCTOBEPEH A CTPAHEL HA3HAYCHMA.

3anncy 06 cOpaboTke, yNaKoBKe U 2HANU3E CEPHU GHUIN NPOBEPEHb! ¥ IPHIHANE! COOTRETCTBYIOMAMH TpeGoBaHHIM
GMP. Jito0ste OTKIOHEHH, ECIH TAKOBSIE HME/TH MECTO, GBIIH NOTHOCTHIO OLGHCHS! H ONOOPEHE YIIONHOMOYCHHEIM
HePCOHANOM.

Jlannas cepHA BBIMYIIEHA YIIONHOMOYSHHESIM JIMLOM,

KOJIMYECTBO EJMHHL TIPETIAPATA,
TTOANIEXAILIMX CEPUHHOMY

BBIITYCKY: L

Pezyastar: CooTsercrByeT

Hanublii cepTUQUKAT NOAMHICAH SIEKTPOHHO
Tapcas Foncanec, Capa
Crenpanuct OK / 3am. YHORHOMOUYEHHOTC THIA
24.06.2026 11:37:08

Hrandapmaro C.A. W A
C/Can Pagasns, 3 Noa, Uka, AnkoBengac, Ankebengac, 28108-Magpua, Ucnarms — Ten.: 91 657 23223 — Gare: 91 65723 72
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%TALFARMACO

OO0 «Hidb»

115114, r. Mockea, ya.Jlernuxosckan, 10, cip.4,

Cekrop B, otax 3

Ten.(495) 933-14-38, daxc (495) 626-56-58
E-mail: itf@italfarmaco.ru

http:// www.italfarmaco.ru

[IOATBEPXIEHWE COOTBETCTBH Ne 1013 ot 03 cents6ps 2026 roga
BEO3UMOTO JICKAPCTREHHOTO Npenapara TpeGoBaHKAM, YCTAHOBICHHBIM [IPH €TI0 TOCYAAPCTBEHHOM PErHCTpaLHuy

Toprosoe HauMeHOBaKHE

Deprarym.

WK XHMMUIECKOE)

Mesxaynaponnoe uenatenToranHoe [JKenesa NpoTenH CyKUMHUIAT
HauMeHOBaHKe (TPYIMEPOBOYHOE

JlexapcTBerHas GopMa

PAacTBOp JIs IPHeMa BHYTPh

Hosuposka

800 mr

@opma BhITYCKA

15 M1 - pnakons: (20 10T.) - NAYKH KAPTOHHBIE - TI0 PELIENTY

Homep cepuy (maptam)

26022

Copem cepuu (maprum) 16 317 ynaxkoBok
Homep u nara unsoiica 2612937 ot 25.06.2026
Jlata npouzBozcTBa 29.05.2026

Tonen mo 31.05.2028

HaumenosaHue u agpec
NPOH3BOAHTENS (C YKaZaHHEM
CTafMi [IPpOU3BOCTER)

Ipouseodcmeo 20mogot NekapcmeeHot Gopmul:

Hrandapmako C.A.; Henanus

Cau Padasns, 3, 28108, Anxobennac, Maapua, Mcnauus
llepsuynan ynarosxa: Urandapmako C.A., Henarug

Can Paasm, 3, 28108, AnkoGesnac, Manpuz, Henanns
Bmopuunas ynakoexa: Vrandapmaxo C.A., Uenanus

Can Padaons, 3, 28108, Ankobennac, Manpun, Henanus
Boinycxaowuii konmpons kasecmea: Vrandapmaxo C.A., Wenanus
Can Padasus, 3, 28108, Anxobenaac, Magpun, Menanus

YAOCTOBCPCHHA

Homep 4 zata perucTpaLyoHHOTO

JIT-Ne(003723)-(PI-RU) ot 17.11.2023

Homep HOpMaTHBHOR
JOKYMEHTALHH

JIIT-Ne(003723)-(PT-RU)-060525

Haumenosanue u anpec gepxxarens (Urandapmaxo C.i.A., Uramus
PETHCTPaLMOHHOTO yrocTopepenus |Viale Fulvio Testi, 330, 20126 Milano, Utamas

ITocTaBmux

Hrandapmaxo C.iA., Wranus
Viale Fulvio Testi, 330, 20126 Milano, Wrams

Hacrosmum nopTBepxaalo, UT0 NeKapcTBeHHBIH mpemapar (DepuaTyM, pacrBOp JUIL IpHEMA
BHYIph, 800 Mr (dumaxom) 15 mm x 20 (mauxa xapromses), cepuu 26022 mnpomsseneH B
COOTBETCTBHH ¢ HODMATHBHOM mOKymenrauued JITI-Ne(003723)-(PI-RU)-060525, npasmmavu
GMP # co0oTBETCTBYeT TpeGOBAHYSAM, YCTAHOBICHHEIM npn €T0 rOCYAapCTBEHHOY PErHCTpanyy, H

MOJKET OBITH BEUIYIIEH B IPROXIAHCKEH 060pOT.

OTBETCTBEHHOE JHIIO
000 «UTO»

Kopobeitnrxosa H.A. 7 py
(JlorepernocTs oT i T
04.03.2026 1) 4o W 1

7 S




