Jlorotan <Mudapa>

Cepruduxar ananmsa

Haapanwe nponykra: Pnnatumus® pacteop nia npuema BHYTPb, 600 mr/7 M (Gnaxon) 7 v x 10 (nagxa
KapToHHaR)
Kon nponyxra: 002071 (MAPC: 1405096) Crpana; Poceus
CyGeranuns: Konuna ansQocuepar Tipoussogurens KEMH C.nA.,,
ADC: Bua Bagncy, 5 - 03010
Marpuxa (®P) Wranns,
OTRETCTBEHHBIH 32 IKCTPAKIIMIO
ADC 13 NPHPOIHEIX PeCypeoE,
OCHOBHBIE 3aKUHOYHTENBHEIE
CTa1H, NEPBAYHAS U
BTOPHYHAs YNAKOBKH, KOHTPOIL
Kauecrsa
Homep cepun: 137 Ne Ananusa: 202607922
Harta npoussoncrea; 27.08.2026 Harta oxonyuanus 31.08.2029
CPOKA rOAHOCTH:
Meroa TecTHpoBanns: MED-0052/MCR-0090 Hara ananuza: 21.09.2026
PoxcTeentsie npumecy _‘
Jhiobasi HempeHTHGUIMpOBaRKAs COOTBETCTBYET

NEPBHYHOH M BTOPWIHON YHAKOBOK
JITI-Ne(010880)-(PT-RU)
yreepucieHnniv 08.07.2023,
nocnenoparensHocTs, 0002

npuvecs (TCX) He 6Gonee 0,17% <0,17%

Tmunepmn (TCX) He Gonee 0,5% <0,5 %

Cymma npuseceit (TCX) He tosnee 1,0% <1,0%

Mukpobronoruueckas gncToTa | Kareropus 3A

(Emp. ®apm.)

Ofuiee yrcno aspoBHbix Gaxrepnif | He Gonee wmu pasno 102 KOE/Mmn | <1 KOE/un

Ob1wee KonHUECTBO rPHBOB U He Gonee umi pagro 10! KOE/Ma | <1 KOE/mn

ApOMOKeH

Escherichia coli Otcyrerayer s | mn Orcyterayer

Yrakoska Ho 7 mn pacTeopa Bo (uakons! Tlo 7 mx pacTsopa Bo dhrakons
KOPHYHEBOrO CcTena (rtumn 111, KOPH4HEBOro crejuia (tum 11,
Esp.®@), yxyrnopesusie EBp.®), ykynopeumsie
TOMHATHNCHOBEIMH KONMIAYKEMH ¢ | TIONU3THNEHOBBLIMHE KOJTIAYKAME C
KOHTpOJIEM TIepBOro BCKpHITHA ITo | KOHTponem nepsoro BCkphITHA. [To
10 daxoxoB BMecTe ¢ 10 dmaxonos BMecTe ¢
HHCTPYKUHEH 110 NpHMEHCHHEIO B HHCTPYKUHEH 110 NpHMEHEeHHIO B
KapTOHHYIO [1a4KY C KOHTpOXeM Ta9Ky U3 KapTOHA C KOHTPOJIeM
TIEPBOrO BCKPBITHA UK Hes Hero, [IEPBOTO BCKPHITHAL.

Mapzruposka JoInKHO COOTBETCTBOBATE MakeTam Coorsercreyer Maxeram

NEPBHYHOM 1 BTOPHYHOMN YIIAKOBOK
JIT1-Ne(010880)~(PT-RU)
yrsepxnennsm 08.07.2025,
noclienoBarensHocTs 0002

VYenosus xpanenns

Ilpu Temmeparype Ee Bbime 25 °C

Ilpu TeMmeparype ¥e Baslute 25 °C

Cpox roxmocty

3 roma

3 rona -

Baxmoyenne: Onobpeno
3ameuanns: H/T
Munas 23/09/2026

Cepmdrkar ananusa sep.09 or 15.04.26‘.‘16:—:,-‘:‘%@!::;1’3?’1!{&}&'(; (i
Kan. Cok. 8363.02&,09«4@-31@5-“‘
PEA 1545514

Komnanus, saxonsmances noxn
YUPABACHUEM ¥ KOODANHALMEH
Deomixtar Pharmaccutical S.p.A.
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Ten. +39 02 53548.1
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Jorotun <Mudapy>

Cepruduxar anansa

Hazsanne aponyxra;

Fiarunus® pacreop ana npuema BHYTpE, 600 MI/7 Mn (naron) 7 ma x 10 (rauxa

Xonuna ansocuepar (BKX)

TMHKA HA XpOMaTOrpaMme
HCTIBITYEMOTO PacTBoOpa JOMIKHO
COOTBETCTBOBATL BPEMCHH
YHSPKUBAHUS IHKa XONHBA
ansdociepara Ha XpomaTorpamme
CTaHapPTHOIO pacTBopa.

KapTOHHA)
Koj mpoayxra: 002071 (MAPC: 1405096) Crpana: Poccus
Cyberanums: Xonnra ansgocnuepar Ipouzsopurens KEMH C.m.A.,
ADC; Bua Bagucn, 5—03010
Harpuxa (OP) Hranus,
OTBETCTBEHHBIN 3a IKCTPAKLIHIO
A®C y13 npupoasEIX pecypeos,
OCHOBHBIE 3aKNIOUHTEIbHELE
CTAfIkH, MEPBHUYUHAS ¥
BTOPUYHASL YIAKOBKH, KORTPOTH
Kayecrsa
" Homep cepuu: 137 No Ananua: 202607922
HAara npoussoncrsa: 27.08.2026 JaTa oxonvuanus 31.08.2029
€pOKa TONHOCTH:
Merog TecrupoBanus: MED-0052/MCR-0090 Jara ananuza: 21.09.2026
Mokasareims Crneunduxanuns Pesynerat
Omucanue (Busyansusiii METON)} IMpospaunsii GecupeTHbii pactBop | Ilpospaunkiii Gecusernpii DacTeop
pH (Esp.®apm., Or55m07,5 6,7
TOTEeHUMOMETDHYECKHI)
Hsenekaemslii o6sem (MeTonuxa 7 Ma£5% (ot 6,65 mo 7,35 M) 6,96 M1
UpMBL)
ITnornocts (Enp.dapm.) Or 1,0160 no 1,0310 r/vn 1,0234 r/mn
Hopnuauocrs Bpewms yrepicusanns ociosHoro Bpems ynepxusanus ocHosHoOro

THKa Ha XpoMaTorpaMMme
HCIBITYEMOTO PacTEOpa
COOTBETCTBYET BPEMEHH
YICPIKUBAHKS NHKA XONKHHA
anb(ociepaTa Ha XpoMaTOrpaMme
CTAHJIAPTHOTO PACTAODA.

(BIXX)

Meruanaparuapoxcubessoar

TIHKa Ha XPOMATOrpamMMe
HCTIBITYEMOro PacTBOpa KOMKHO
COOTBCTCTBOBATE BpeMeEHH
YHAEPXKHBAHUA NTHKA
MeTHnaparuapoxcubensoara Ha
XPOMATOIPaMMe CTaHIAPTHOTO
pacTBOpa.

Konmuuectsennoe onpeneneHne 01 95,0% no 105,0% ot 102,9%
Xonuua ansgocuepar (BOXX) sadABlIeRHoro konnuecTsa (o1 570,0 | 617,4 Mr/dmaxon
10 630,0 Mr/dnaxow)
Homruurocts Bpems yrepikisanus ocrossoro Bpewms ynepxusanns ocHosHOMQ

TTHKA Ha XpOMaTorpaMme
HCTIBITYEMOTO pacTsopa
COOTBETCTBYST BpeMeHH
YACDIKUBAHHS TTHKA
MeTHINaparuApoKcuBeH30aTa Ha
XpOMaTorpaMMe CTaHAAPTHOrO
pacreopa.

Konuuectsenroe onpesenenue
Memunnaparuapoxcutensoar

Ot 80,0% mo 120,0% or
SABJICHHOrO KOJHMuecTBa (0T 6,40

1054 %
8,43 mr/dnakon

(BOXX) 50 9,60 Mr/dmaxon)

TomnuanocTs Bpeust yrepuBaHua 0CHOBHOTO Bpems yrepxusanus ocrosroro

HporiaparuapoxcrGensoar ITHKa Ha XpoMaTerpamme ITHKA Ha XpOMaTorpamMmMe

B2XX) HCIBITYEMOTO PACTBOPA HOIDKHO HCTIBITYEMOTO PACTROpA
COOTBETCTROBATh BPEMEHU COOTBETCTRYET BpEMEHH
YIepPHKUBAHYA NHKA YACDHKHBAHHS MHKa
NpONBNAParHEPOKCHOEH30aTA Ha NpOmHINaparuIpoKcHOen30aTa Ha
xpomamrpazume CTAHIAPTHOIQ xpomamrpamme CTaHHAPTHOrO
pacrsopa. pacTeopa. ‘

b oy

k 'Kaﬁ'mr'érzmenaoe onpezenenue
ponirmu@al HEPOKCHOeH30aTA

Or 80,0% zo 120,0% ot
3a4BIEHHOrO Kommgecrsa (ot 1,92
2o 2,88 mr/dnakon)

101,3%
2,43 Mr/¢pnaxon

L(B’%}Ix}()

Cepmqm\a: anamisa 5ep.09 ot 15.04.2026 ~ suinymen Creganneii Jle Gropuo
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Jlororun <Mugapy>

Cepruduxar ua cepuio JIEKAPCTBENHOIO NpeNapaTa

Haspauue npogyxra

] Inuatunun®, PACTBOp it nipHeMa BHYTpE, 600 Mr/7 sy (dnaxonm) 7 ma
x 10 (nauka KapTOHHas)

Hmnoprupyemas CTpaHa

Poceus

Homep peracrpaunonnoro | JIT-Ne(0] 0880)-(PI'-RU) ot 08.07.2025
| YAOCTOBEpeHns
Hozuposka 600 mr/7 ma

Jlexapereennag fopma

Pactrop mis npuenma BHYTpb

Ynakosxa pasmMep u Tan

10 draxonos B nauxe KapTOHHOH

Homep cepuu

137

ga'ra IPOH3BOACTRA

27.08.2026
ATa OKOHYAHHS CPOKA FOAHOCTH 31.08.2029

Haumenonanne
ajipec 4 HOMep NHIeH3AN

OPOH3BOAETE NS,

Mudapm C.rA,

Bua B. Ksapanra 12

20141 Munan, Wranug

Homep nmuauensun: aM-124/2026

Howmep ceprudmrara GMP IT/162/H/2026
Pesynprarei anamsa IIprsenenst B cepruduxare ananmsa
Kommenrapnu Hanmerosanne ADC: Xonuma ansocuepar

Homep cepun ADC: 25070363
IIpousBonurens ADC u CTPaHa NPOMCXKACHHS;
KEMH C.n.A./Bua Bagucy 5 — 03010 Marpuxa (OP), Uranug

Orwionenus OTCYTCTBYIOT

YNaKOBKY, M&pKHpOBKy H KOHTpPOIk KayecTsa, Ha BBINIEYKA3aHHOM

IPCANPUATHY B TIONHOM COOTBETCTBUH ¢ TpeSoBanusmy GMP EC u TpeboBaHuAMH PETHCTPaLKOKHO O

B uactrocrn:

HOCTOBEpEHUS CTPAHBI HA3HAYCHHKS.
[H

OoMep PETHCTPALIOHHOr O YHAOCTOBEPEHMSA

| JIT-No(010880)-(PT-RU) ot 08.07.2025

]

Hopmatuphsiii noxyment/B epcua/HMamenenya

JIT1-Ne(010880)-(PT -RU)-080725

Hucrpykuusa o
HpumMenesunio/Bepens/Usmenenms

MEIHUHHCKOMY

JII-Ne(010880)-(PI-RU)-080735

MaxkeTr ynakoskn/Bepcus

| JITI-Ne(01 0880)-(PT-RU)-080725

3anucyu O Opoitecce HPGH3BO,ZLCTB&,

YUAaKOBKE W aHanuse mapTHH Gbum NPOBEPEHBl U TIpH3HaHL]

COOTBETCTBYIOIHME TpeGoBanmuam GMP.

Jobrie orrronenns or YTBEPKACHHOTO

npouecca, ecnu TAKOBLIE HMENHCE, Oninu THIATECNBHO OLECHEHB U

COIIacOBaHbl YIIOMHOMOYEHHBIM IIepcoHanom.
Haunas cepus Gsuta BeifyllieHa YnonrHoMouesnsng Jhmom.,

<Hoonucey>
Ynoanomouennoe nmuo
23.09.2026
<wrami>
H-p PO3A TEPPUEJIE
Ynonromouennoe nuio Mudapm C.im.A.
Bua B. Keapanra, 12
20141 Munan (MH)
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Mudapm C.i.A Karr Cox 8.363,023,00 up j‘?’%ﬂﬂﬁpcue ¢ Komice TIEK: mipharmy@lesalmail i

C eanncraenism AKLNOHEPOM PEA 1545514 Duckane 1. 10036820156
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Komnains, naxonsmancs rioy
YOPABACHACM # KOOpAMHAUMEST
Domixtar Pharmaceutical SpA.

Omnowia: nto{@mip

Mapmira UBA 12304990158 www,mipharm, it

Komuce CIU 5MQR541



%TALFARMACO

UU h 1_'»
115114, . Mocksa, yar. Hernnxosckas, 10, crp.4,
Cerrop B, oram 3,
Ten. (495)933-14-38, daxc (495} 626-56-58
E-«mail: itfi@italfarmaco.ru
hup:// www.ital farmaco.ru
HOATBEPXIEHUE Ne 1058 ot 12 oxTa0pg 2026 rona
O COOTBETCTRBHHU CBpHHfH&pTHE BBE3CHHOTO JNEKapCTBEHHOr O npenapara Tpe6038HHHM, YCTEaHOBACHHbIM npu
€I'0 FOCY AAPCTBEHHON perucTpaunu

Toprosoe HauMeHoBaHKE nuarunun®

Mt:nmyuapn}wne HETNATEHTORAHHOS Konuua amwdocnepar

HaMMEHOBABHE (IPYNIHPOBOYHOR MK

XUMHHECKOE)

Jlexapcreennas dopuma PAcTBOp Mis NPHEMA BHYTPE

Hozuposka 600 mr/7 ma

Dopma BINycka PACTEOp 215 npueMa BHYTPb, 600 Mr/7 M (Quiakor) 7 mn x 10
(nauxa kapronnas)

Homep cepuu (maprumn) 137

Obmveum cepuu (naprim) 25 287 ynakorok

Howmep u nara unsotica 2618573 o1 24.09.2026

| [lara nponssozcraa 27.08.2026

Tonen mo 31.08.2029

Haumenopauue u anpec npoussonutens |Hpouzsodumens (20mogoii JD)

(c ykasanvem cranuii [IPOK3BOJICTRA) Mudapm C.iA., Uranus / Mipharm S.p.A., Italy

Bria Beprapno Kyapanra, 12, 20141 Munag, (MH), Utanus
Via Bemardo Quaranta, 12 — 20141 Milano (MI), Ttaly
Vnaxosugur (6 nepeuuuyio ynaroexy)

Mudapm C.i.A., Wranug / Mipharm S.p A, Italy

Bua Bepuapno Kyapanra, 12, 20141 Munan, (MF), Vtanus
Via Bernardo Quaranta, 12 — 20141 Milano (MI), Italy
Vnaxosuur (6mopuunas/mpenuynan ynaxoexa)

Mudapm C.iA., Wranug / Mipharm S.p.A., Italy

Bua Beprapno Kyapawra, 12, 20141 Munan, (MH), Hranus
Via Bernardo Quaranta, 12 - 20141 Milano (M), Italy
Bomyekaouguii konmpons xavecmsa

Mudapm C.nA., Uramus / Mipharm S.p.A., Ttaly

Bua Beprapnio Kyapasrra, 12, 20141 Munau, (MH), Uranus
Via Bernardo Quaranta, 12 — 20141 Milano (ML), Italy

Homep u para perucrpauponnoro JITT-Ne(010880)-(PT"-RU) ot 08.07.2025

YAOCTOBEPEHHS

Homep HopMaTueHOi JOKYMEHTalHH JITE-No(010880)-(PI-RU)-080725

Haunwmesnopanne u agpec Ieprcarens Hranpapmaxo C.n.A., Wranms
CrUCTPALHOHHOTO YOCTOBEPEH s Viale Fulvio Testi, 330, 20126 Milano, Wranus

HacrosmuyM noarsepxnaro, uto ICKAPCTBEHHbIA Npenapar «anatuaun®, PAacTBOp 1% npuema
BHYTpE, 600 Mr/7 Mn (dnaxon) 7 ma x 10 (nauxa kapronnas), cepun 137 [pPOH3BEEH B COOTBETCTRHH C
HOPMAaTHBHOKH - JOKyMeHTanuek HH-NQ[OIOSSO)—(PT—RU)-080725 M COOTBETCTBYET TpeGoBaHMsM,
YCTaHOBJIEHHBIM IPH €T0 IOCY 1APCTBEHHOI perucTpanHy,

OrsercTrennoe auuo 000 «HTDy,
YTOITHOMOMCHHO® HEOCTPAHHbIM TIPOMBBOIHTENEM 10 HoseperHocTH Ne 6/ o 04 Mapra 2026 ropa

®nasuo Bacapu C\'::?\‘)c;_f/l“-
s

(no,anucp)




