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115114, r. Mocxsa, ya.Jlerimxosexas, 10, 1P,
Cexrop B. 7max 3

Ten.(495) 933-14-58, paxe (495) 626-56-58
E-mail: ith@itaifarmaco.ru

httpy/f www. italfarmace.ru

TIOATBEPXKIIEHME COOTBETCTBHA Ne 1063 or 16 oxm6pa 2026 roga
O COOTBETCTBHH CePHU/TIZPTHH BBE3EHHOIO JIEKAPCTREHHOrO penapara TPeGOBAHHAM, YCTAHOBICHHBIM NPH Er0

roCYNapcTBEHHOH perueTparuy

Toprosoe sanvenoranue

Sepnarym Qon

HJIH XMMHYECKOE)

MesxyHapojiHoe HenaTeHTOBAHHOC
HAHMEHOBAHHUC (TPYINHPOBOYHOE

Henesa npotenn cyxupHmnar + kambims GonuHaT

Jlexapcersennas dopma

PAcTBOP A7 IpHEMa BHYTpPb

HozupoBka

800 mr+ 0,235 mr

Popma BrImycKa

15 M - aaxonst (10 wr.) - nauku KapTOHHEIE /B KOMIUIEKTE ¢
KPBILKOH-1032TOpOM

Homep cepun (iapruu) 2601601

O6nem cepun (naptun) 30 750 ynakosok
Howmep u gara unsoiica 2617776 or 14.09.2026
Hara npousnoncTea 30.01.2026

Tomen no 31.01.2028

Hanmenosanue u agpec
TPOU3BONKTENL (C YKa3aHHEM
Crajuii IPOHU3BOACTER)

lIpouseodemeo 2omosoii nexapemeennor) opms (kpsruxa-0ozamop
(xoumetinep-xonnauox)): ABC Qapmaneyruau C.ILA., Hraius

Bua Kanrone Moperry, 29 (nox. Jloxanura Can Bepuapno), 10015 —
Uepea (Typur), Utamus

lIpouseodcmeo 20mosoii rexapcmeennoir Gopmur (pacmeop):
Hrandapmako C.A., Ucnanus

Caxn Padasns, 3, 28108, Anxobennac, Manpun, Hcnanus
Hepgauunas ynaxosra (Kpriuxa-Oozamop (konmedinep-xonnauox)):
ABC @apmaneyruan C.JT.A., Utanus

Bua Kanrone Moperry, 29 (nox. Jlokanura Cag Bepuapzo), 10015 -
Wepea (Typun), Utamis

[epeuuran ynaxosxa: Wrandapmaxo C.A., Mcnanus

Can Padasns, 3, 28108, AnkoBennac, Manpuz, Henanus
Bmopuunas ynaxosxa: Urandapmaxo C.A., Vicnanus

Can Pagaons, 3, 28108, AnxoBenyiac, Manpun, Menans
Bumycxaowuii konmpons kauecmea: Hrandapmaxo C.A., Henanus
Can Pagasns, 3, 28108, Ankobexac, Manpun, Ucnanms

YAOCTOBEPEHHS

Howmep u nata peructpanuonsoro

JI[1-Ne(008374)-(PI-RU) ot 13.01.2025

Homep HopmaTuHoi
JOKYMEHTAIHA

JITI-Na(008374)-(PT-RU)-13.01.2025

Haumerosanue u anpec JepIKaTeNs
ECHCTPALIHOHHOTO Y/IOCTOREPEHHS

Wrandapmaxo C.n.A., Hranus

Viale Fulvio Testi, 330, 20126 Milano, Mranus

Hacrosium noaTsepxaaio, 4T0 JeKapeTBEHEBEI npenapar «@epaarym @ou», 800 mr + 0,235 mr [pacTeop
At npuemMa BHYTPSs, 800 mr + 0,235 mr (draxon) 15 ma x 1 + NOPOLIOK (KPbIIKa-03aTop (xoHTeiinep-
xommayok)) 100 mr x 1] x 10 (nauka KapToHHad), cepud 2601601 npousrencH B COOTBETCTBHY C
HOPMaTHBHOH JoKymeHTauwmel JITT-Ne(008374)-(PT -RU) ot 13.01.2025 u COOTBETCTRYET TpeBoBaHMUAM,
YCTZHOBICHHBIM NTPH €TI0 [OCYAAPCTBEHHON PErMCTPAIiAM.

Orsercreennoe nuio OO0 «HUTDy,

YIOIHOMOUCHHOE m{oc-zpaﬁjbrm NIpOH3BOAUTENEM 10 NoBepernocTn Mo 6/11 o1 04 mapra 2026 rona
e

®naeno Bacapu (./’ a‘ _h_\chg’\
o N

(noanecs)

M.IL




<Jlorotun UTANGAPMAKO>

oM (10 mT.) — mayky kapToRHbIE

Homep npoayxra: 991264
Homep ananusa: 202608335

CEPTUDUKAT AHANU3A
fponyxr: Qeprarym Do, PaCcTBOp JULT NpHemMa BHYTPD, 800 Mr+0,235 Mr, 15 Mx hraKoHs!
10 it B XOMIUIEKTE C KPBIUKOH-103aTop
Cepust: 2601601
Harta npowssoacrsa: 30/01/2026
Jara oxoryauus cpoxa rogHoctH:  31/01/2028

Crpannna 4 3 4

10. Yenopud xpanesus

1. MneHTH]BKATOPE
Tpumeuanue:
Mectopacnonoxerue  opMar
CPEACTE HACHTH(DUKALUHE MOXKET
MEHATHCA B 34BMCHMOCTH OT
TEXHOIIOTHYECKHX OcefeRERocTeil
1IPOK3BO/ICTRA

10. Yenosus xpanenns

11. Mmentuduxarops:
TIpumevanne:
Mecropacmonoxenue u dopmar
CPEJICTE HUCHTH(UKANAN MOXET
MEHATECH B 3dBHCHMOCTH  OT
TCXBOJIOTHEYECKHX ocoberHOCTei
IPOH3BOACTEA

XpaHenne

Ilpn remnepatype ke Bemme 25°C

Cpox rommocri

2 rona

3ameuanue:
HAT

HaTta u noanucs
<Iomnucano>
14 cenra6ps 2026

KoxTpons xauectna

€/ Can Padasas, 3—Tlon. Munycrpuais Adkobennac — 28108 Aiobeng

E-mail: italfarmaco@itfsp.com —
M peceTpe Manpuia — Tom 8.601, kuwra 7.477 Pasne
HHH 5 pamxax EC: ESA 78570611

3aperucipuposana s Toprozo

JHara u noanwucs
<IMoxnucano>
14 cenruGps 2026

Texuuueckuit TupexTop

VIHH: A 78570611 -

HaTepuer-caiit: http//www.italfarmaco.cs

ac (Manpunm) — Teur.: 91 657 23 23 — Baxe: 91 657 23 72

1 Ne 3, swet 187, noxyment No 82.156-2, samien Ne




TpomyxT:

Cepus:
Hata npoussoncrsa:

I[a’ra OKOH4AHHA CPOKA TOJHOCTH:

<florotun UTANGAPMAKO>

CEPTM®UKAT AHAZTM3A

Depnarym Do,

10 wr,
2601601

30/01/2026
31/01/2028

B KOMIJIEKTE € KPLILIKOH

PacTBOp Uil MPHEMA BHYTDS.

, 800 Mr+0,235 wr, 15 M1 uiakorst
~no3aTopoM (10 wT.) — nayxy kapronmse

Homep npozykra: 991264

Howmep ananuza: 202608335

Crpannua 3 u3 4

trakone ¥ no 100 Mr mopoixa s
3aNeuaTaNHON KpBIIKe-103aTOpe
(xonTeHnepe-konnauKke) kpacHoro
LUBETa C KOHTPOJNEM MEpPROro
BCKPBITHSA.

10 dmaxonos ¢ mpeTROM-
BKJIAJBINEM B HAYKE KAPTOHHOM.
Honyckaercs HAHECeHHe
33LIMTHOH OJTHKETKH KOHTpOMs
TIEPBOrC BCKPBITHA (Tpo3paysasn
TUIeHKA & TEKCTOM
ITALFARMACO)

¢maxone u 100 mMr nmopomxa B
3aneqaTaHHol  KpEIKe-/103aTOpe
(xoureiinepe-xoamagke) KPacHOro
OBET2 € KOHTPONEM IIEPROTO
BCKDBITHS,

10 gunakoHoB ¢ mucTrOM-
BIIAZBIIIEM B MadKe KapTOHHOM
663 3aIHTHON STHKETKY KOHTPOJT
NEPBOTQ BCKPBITHA

Mapkuposxa

[TeprriHan ynaxopxka:

1. Toprosoe raumenopanue

2. I'pynnrposognce
HZHMCHOBAHHE Ha PYCCKOM H
BHITIHHCKOM A3bIKAX

3. Jo3upoBKa

4. JlexapcreeHsan Gopma

5. Kommecrtno npemapara po

(hnakore

6. Hamvaerosanue, CTpaHa W
noroTun nepKaTens
PErHCTPELHOHHOTO
YEOCTOBEPEHUS

7. HasBanue u CTpaHa KOMNamHy-
IPOM3BOLITENs

8. Hnenruguxarops!

9 Buytpenuue KOJIBI
NPOH3BOMHTENS: LE{POBEIE,
TCKCTOBbBIC MK Tpadmyeckye.
BropsyHas ynakoska:

1. Toproeoe HaumMeHoOBas e

2. I'pynniuposousoe
HAUMEHOBAHHE HA DYCCKOM K
AHIVIMHCKOM A3BIKAX
3. Jlexapcreennas
J03UPOBKA

4. KomiuecTso (nakoHoB B mavxe,
ofbenm npenapata o drakore

5. Cocras

topma,

6. HamMeropanwe, crpama m
JIOTOTHII Jepxarens
DETHCTPALHOHHOTO
YIOCTOBEPECHHS

7. Hassauue, anpec n ¢rpana
KOMIaHHHY-TIPOH3BOAMTENA, 2Hpec
caiita poccuiickoro
TPSACTaBHTeIS

8. IlpenynpenarensHsie Hagmuek
9. Yenosus ortmycka

Hlepsranas ynakopka:

1. Toprosoe Hanmenozauue

2. Ppymmuposounoe
HauMEHOBAHME Ha DYCCKOM H
AHTTHHCKOM S35IKax

3. osuposxka

4. Jlexapcrsennas dopma

5. Konmsecrso npemapata Bo

prakone

6. Haumenosarue, crpanz w
JOTOTHI nepixarens
PETHCTPALKOHEOr0

YAQCTOBEPEHHS

7. Hasanue u c1pana koMmaHun-
NPOM3BORHTENS

8. Hnewtuduxarops

9. BuyTpensue KOZB!
TIPOH3BOAMTEIA: nudpossre,
TEKCTOBEIE H FpadEuecke.
Bropuunas ynaxoska:

1. Toprosoe HanMeroBanue

2. T'pynnuposounoe
HAUMCHOBAHHE Ha PYCCKOM U
HMIMHACKOM S3LIKAX
3. Jlexapcreennas
JI03MpOoBKa

4. Konmaecerso drakonos s navxe,
o6sem mpenapara o dutakone

5. Cocran

bopma,

6. Haumenopamre, crpaHa u
JIOrOTHI lepskarens
PErHCTPALHOHHOTO
YAOCTOBEPEHUS

7. Haspagme, anpec m CTpaHa
KOMIAHMH-TIPOMIBOAHTENA, apec
caifta POCCHICKOro
IpeACTARHTENA

8. [Ipeyrpe IuTeNLHEE HAMMHCH
9. Venosus oTnycka

C/ Can Pachatims, 3 Ioa, Huaycrpram. AnxoGengac — 2810
b E-mail: italfarmaco@itfsp

3apeructpuposana b Tgprasoy s

crpeMazpina — 1o

SLRTEET MHH: A 78570611 —

8 AnxoGeraac (Mag pea) = Tea

M 8.601, rmra 7.477 Paspen Ne 3, nmer 187,

MHH 8 pamkax EC:; ESA 78570611

<: 91 657 23 23 - Daxe: 91 65723 72
wcom ~ Hurepuer-caiie: http/www.italfarmaco.cs

Rorcysment Ne 82.156-2, samucn No 1




<florotun UTANTOAPMAKO>

Homep npomykra: 991264

Howmep ananusa: 202608335

CEPTUOUKAT AHANK3A
Ipomyxr: Gepratym $oit, pacTBop st nprema BHYTPS, 800 Mr+0,235 Mr, 15 M GNaKoHBI
10 1. B KOMIIEKTE ¢ KpBILIKOH-R03aTOpOoM (10 mT,) ~ nauxw KapToHHbIE
Cepus: 2601601
Hata npoussoycrsa: 30/01/2026
Jlata oxoHUaHWS cpoka ronHocTH:  31/01/2028

Harpus MeTHIAPAIAAPOKCHBEH30aT
(BOXX)
Hartpwus nponunaparuapoxcufensoar

(BOXX)

Or 36,0 10 54 Mr/15 v

O1 12,0 10 18,0 Mr/15 mn

Crpannua 2 13 4
42,6

14,6

B) Kpsimka-103aT0p (KOETeHHep-KoIna%ox), CoJepKALIAT CMi
Hate npomssozcrea: 30/01/2026
(Npumeyanre: J[laHELE pe3yTBTATE IPEHECEHBT U3 TAHHEIX Cepruduxara ananusa B cucreme SAP M 2026002408

Cepns (26003

Cpox ropmocTs: 30/01/2028

€Ch NOPOIIKOB

Onnucanve (BusyansHo) Hopomox ot Genoro o Hopomox ot 6esoro yo Gesoro ¢
JKENITOBATOTO LBETA FENTOBATHIM OTTEHKOM LBETA

TlonnunnocTs:

Kanpupit (Esp. ©.) Kagecrzensas peaknus Cootrsercrayer

Kanvims dosmnar Bpenms yuepwuranms ocrosuoro | Bpes YACPAKHKBAHNSA OCHOBHOTO

{(BOXX) auKa Ha XPOMATOrpaMme | IHKa Ha XpomarorpaMme
HCIBITYEMON0 'PacTsopa JOJDKHO | HCHBITYEMOFo pacTBOpa
COOTBETCTBOBATE BPEMEHH | COOTBETCTBYET BpeMeHy
YHEPHHBAHHA MHKA QONMHATA HA | YACPKHMBAHHA IHKE  KaTbLHA
XPOMATOTpaMMe  CTaHJApTHOTO | (ONMMHATa Ha XpOMaTorpamme
pacreopa CTaHIapTHOTO PACTBOpa

(TCX) OcuosHoe HATHO Ha | OcHoBHOE TATHO Ha
XpOMATOTpaMMe  HCHLITYEMOTO | XPOMATOTPAMME  MCHBITYEMOTo
pacTeopa  HO  HONOMEHHIO, | pacTsopa Mo HOJOMEHHO,
BEJIMYMHE W MHTEHCHBHOCTH | BENMYMHE M HHTGHCHBHOCTH
TOTTIOLEHHS ZOMKHO | IOIIIOMICHHA COOTBETCTRYET
COOTBETCTBOBATE OCHOBHOMY | OCHOBHOMY HATHY Ha&
nATHY Ha  XpOMarorpaMMe | XpOMaTorpaMMe  CTAHAAPTHOTO
CTAHNAPTHOIO PAcTBOpA KagbLKA | PACTBOPA  KANLEMA  (oTHHaTa
dommata (Rf okosio 0,65) (Rf oxono 0,65)

Cpeansag Macca coepKUMOTO | 100 Mr= 10 %. 99,7
OIHOpOKHOCTE 1o Macce (Esp. @) Macca 2 13 20 xpblmedex-

AO03aTOPOB MOXET OTNHYATLECS OT

cpeftHeil Maccsl He Gonee, oM

Ha= 10 %

HH OJ[Ha Macca HE MOXeT

oTixyaTecg Hoaee yeM Ha £ 20 %
MukpoGuonoruseckas aucrora (Eep. ©.) Kareropus 3A
O6mee aneio a2pobHEIX MUKpoopranmsmMos | He Gonee mmm pasro 10° KOE/r 0
OB1miee ¥HEI0 APONOKEBBIX H [IECHEBBIX He 6onee niu pasano 10° KOE/r 0
rpudos
Escherichia coli OtcyrereyiorB I 1 Orcyrersyior
PoncTrennbie nprvecn (BOKX) Cymma npumecett He Goree 2% 0,0

(BOX)

KomryecTBeHHO. OnpeneneHne Kbl 0,235 wmr £10%  xamsmma | 0,240 wmr Kaibupg  QonunaTa
(onunara MeHTarK/IpaTa (SKBUBANEHTHO bonunara NEeHTATHAPaTa | IEHTarugpaTa (oKBHBaNEHTHO

Kansuns QoNuHaTy U (GONUHOROM KHCIO0TE)
(BRIX)

(oxBuBanentHo 0,200 Mr+l0 %
Kanbuug omurara 0,185 Mre10%

0,204 wMr xameaus GonmHaTa,
0,190 ‘Mr doimHOBOE KMCTOTEL

(ONHHOBOI KHCIOTEY), 02,1 % or 3asBneHHOTO
90%-110% or s3asBrCHHOrO COTEPHKAHMUS)
CONEPHAHN)
Vnakopka Ilo IS wMn pacreopa s|Io 15 mn pactsopa B
% MOJHITHICHOROM GECLBETHOM | MOJIMATHIICHOBOM OECiBETHOM

C/ Cau Pagyiin, 3 - Ioa, Munyerprans AnkoGengac— 28108 AuxoGeniac (Magpum) ~ Ten: 91 657 23 23 — Maxe: 91 65723 72
3 E-mail: italfarmaco@itfsp.com — Hurepuer-calit: hitp/fwww.italfarmaco.es
Sapericrpuposana s Toprosom peectpe Mazpina — Tou 8.601, xuwura 7.477 Pasnen N 3, nmer 187, noxymerT Ne 82.156-2, 3anucs Ne |
£ UHH: A 78570611 — HHH  pamiax EC; ESA 78570611



<Nlerotun UTATTGAPMAKO>

Pepiatym Do, pacTop A% IpHEMa BUYTPb, 800 Mr+0,235 Mr, 15 nan draxons:
pom (10 mT,) — mauxy kapToHHse

Homep nponyxra: 991264

CEPTUGUKAT AHAIM3A
Tpomyxr:
10 7. B KOMILIEKTE C KPBILIKOH-003aTO
Cepus: 2601601
Hara npowssoscrsa; 30/01/2026
Hata okoruanus cpoka rogHocTE:  31/01/2028

Cybcrasnua;

Henesa nporenn cyknuunnar: A Tu D
Hunactpnan Hopre,

Kamaxapy, Baxua, Bpasunus
Cepuz 2026000254, 2026000367

Kanvips domuuara rump

Menomnna (Mogena), Htanns
Cepns 026003

Hopmarueastit noxymenr:

JIT-Ne(008374)-(PT-RU) ot 13.01.2025

Homep ananusa: 202608335

Crpanmua 1 w3 4

(b Kenmuran JItn. Pya Bera, 574, Apea
Kommnexco [erpoxsumudo ge Kamarapn, 42810-300

ar: brogep C..A., Mranus, Bua Kauuna, 2 — 41036

Tloxazarens kagecTaa

Crenuduxanps

| Pesymbrar

A) DiiaroH, coxepsKanmii pacTeop
Cepua: 2601601

Jara npoussonctsa: 30/01/2026

Cpok rozmeocts: 31/01/2028

Keneso (Fe*") (xomopmm eTPHYECKHiE MeTogL,
METON (HpMEL)
JlaxTonporent (ocaxuenys, MeTo) upMmer)

JKenesa npoTenn cykmmiyn
(xonopmmerpugeckmit MeTOL, METOX
bHpMET)

Ocanox cugero usera.
Bemsrit 06bemEsIit 0caoK,

Ocajiok kpacHoBaTOro mBETA.

Onucarsne Hpospadssiit kopuyHeBaToro TIpospauHkiii KOpHYHeBaTOrO
HBETA PACTBOD C XapaKTEPHBIM LBETA PACTBOP C XapaKTepHLIM
3aIaxoM 3a0aX0oM
HApenruduxanys:

Ocajok cuHero usera
Benniii o6nemustit ocanox

Ocaox xpacHoBaToro nsera

C/ Cau Pachasas, 3 — o, Hugycrprans AnkoGenaac — 2810
E-mail: italfarmaco@itfsp.com — Uz
3aperucTprposana B Toprorom pecctpe Maapuia — oM 8601, ku

WHH: A 78570611 - HHH 5 pamkax EC: ESA 78570611

Hartpus Merwmaparsmpoxcuberzoar 1 Bpemena Yiepxusanus | Bpemena YACPHUBAHHA

HaTpHsa NpoNAINaparuIpokcHbeR3oar OCHOBHBIX TIHKOB Ha | OCHOBHEIX TIUKOB Ha

{BOXX) XpOMATOIpaMME  HCIIHITYEMOTC | XpOMaTorpaMe HCTIBITY@MOro
pacTeopa JIOJDKHE! | pacTsopa COOTBETCTBYIOT
COOTBETCTBOBATE BPEMCHAM | BpEMEHAM YIEPKUBAHUA IIHKOR
YACPKHMBAHAA  NHKOB  HATPHA | HATPHA METHI- H HATPYs MPONAL
METHI- u HATpHs | maparuapokcubenzoaTa Ha
HpOTHIINaparnIpOKcHBeH30aTa XpOMaTOrpaMMe  CTAHZAPTHOro
fa XpoMaTorpaMMe CTAaRNAPTHOTO | pacTeopa
pacTsopa

pH (Esp. @) 6,0 — 8,0 en/pH 7,5

Mnotnocts (Esp. @.) 1,010 — 1,110 o/mor 1,051

Mspnexaemsiii o6nem (Meton upmer) Cpennee 3nauenne He Meree 15,20

HoM¥MHansHoro. OTNenbHbIe
SHAYCHUA = 5% OT HOMHHANLHOTO
(or 14,25 10 15,75 Mi/tbiakon)

Muxpobuosnoreseckas uctoTa (Esp. .) Kareropns 3A

Obmee gucio aspodasx Mukpoopranusmos | He Gonee mm pasro 102 KOEAur <10

OBuee YHCTIO APONOKEBEIX M THIECHEREIX He Gonee wumm pasno 10! <10

rpubos KOE/n

Escherichia coli Orcyrersyior B | Mnr Oreyrerayior

Onpenenesue ceobonroro xenesa (Fe*) <0,05 % 0,01

icncrcrpo:boromerpm)
Kommecteennoe onpenenenue:
O6mee senezo (Fe*) (enexrpodoTomerps) Or 38,0 no 42,0-mr/15 Ma 3935

8 AnkoGenac (Maapmu) - Texr.: 91 657 23 23 — daxe: 91 657 23 7z
TepreT-calit: http/www.italfarmaco.cs 4
wra 7.477 Pasgen Ne 3, swer 187,

| HORYMEIT No 82.156-2, samsicy, Mo 1




<Hozomun: UTAIIOAPMAKG>
CEPTHOHKAT COOTBETCTBHHA

HA3BAHUE TIPEITAPATA: Depnarym Qoxn, pactrop s lpuema BHYTpb, 800 Mr+0,235 mr, 15 M1 duaxons &

KOMILICXTE ¢ KpbInrkok-nozaropos (10 mr.} — nauky KapTOHHBIE

KO/l TTPENIAPATA: 991264

CTPAHA HASHAYEHYS: POCCUS

4. TIpomssoncTso aedacoraryoro Hpenapata OCYINECTBIANOCE B COOTBETCTBHH ¢
YTBEHCICHHOR ~ CTaHZ@pTHO npouenypo# PF-1215.01, or oxrsbps 2024 rofa, u
IOEHCTBYIOMAMA NpaBHIaMHU Hannexameii TIPOM3BONCTBEHHON NpaxTHiH, Bee oTknoReHMS
OT YTBEPKACHHOTO Hponecca (SCiM TaKOBLIe UMENTH MECTO) OBIIE IONHOCTHIO OTCHEHL! H
YTBEDHKIACHE! YIIOJHOMOYCHERIM IIEPCOHATOM.

5. Onepamsn mo ymaxoske TPOBOMMIIACE B COOTBETCTBHH C YTREDIKICHHOMN CTaHaPTHOH
Hpouenaypoii PA-1226.03 or mas 2026 w REHCTBYIOMUME IIpaBHIaMu Hamnesxamiei
IPOH3BONCTBCHHOM TpakTiiy. Bee oTKIOHEHMS OT YIBEPACIEHHOTO IPONECCa, €CITH TAKOBLIE
HMENM MECTO, OBUIK TIONHOCTHIO ONEHEHE! 1 YTBCPIHICHE] YIIOIHOMOYCHELIM NEPCOHAIOM,

6. Meponpuaras 1o CCPHAM3alME M arperallid OCYImECTBIANACH B COOTBETCTRHHE ¢
YTBEPKACHHOH CTaHAapTHOH nponenypoit “Tlpmioxenne 1-011 3axaz ua BTOPHYHYIO
yuoaxosxy x COIT PPOOI Ipoussoncreo”

7. Ilpunmaraemeri cepruduxar anamusa COLCPMCUT BCC AHATMIEL HCCIEAYEMBIX NAPAMETPOS B
DONYYEHBEIC  Pe3yiNbTAaTEl  COJIACHQ CHENMOHKAEAM — KayecTBA  KOMIAHHY
«HUTAJIOAPMAKO, C.A.» NeB-PT-3507.02.

8. Copasounsie noxyments, 0bpasnsl ¥ 3ammcn mo UIPOM3BOACTBY CEPUM XPAHATCS B HAIIHX
ApXHBax H JOCTYIHBI IIPH HEOOXOHMOCTH,

9. Hacrommmm noprsepinaro JOCTOBEPHOCTE ¥ TOYHOCTSH NPENOCTABICHHOMH nEGOpMALHH.
Haupas maprus mpoxykimy 6buma UpOM3BE/ICHA, BKIIOYAd YIAKOBKY, MApKHPOBKY H
KORTpOJG KadecTsa IpPH BBOIYCKe, Ha BLUNCYKA3aHHBIX NPEAUPHATHSX B  IIQIHOM
COOTBETCIBHM ¢ TpeboBammsmu GMP EC, a Taxke TPEGOBAHUIMH PErHCTPALMONIIOND
yRocroeperus JITT-Ne(008374)-(PT-RU) or 13.01.2025 1 Hopmatusasv noxymenrom JITT-
No(008374)-(PT-RU) ot 13.01.2025 CTPAHE] HA3HAYCHHS,
3amicw o mponecce TPOM3BOACTBA, YNAKOEKE M AHANH3C NAPTHY GhUld IPOBEPEHEl H
IIpH3HAHbBL COOTBETCTBYIONMMH Tpebosanma GMP. Jhobsre otrTOHEHMS OT YTBEPKAESHHOTO
1Ipomiecca, eCM  TAKOBBIC WMENHCH, Ghumm TONHOCTRIO  OLICHeHHI ¥  ogoGpeHs:
YIOTHOMOYEHHBIM [EPCOHATIOM.

10. Cepus npomna wemmimanms u COOTBETCTBYECT BCEM HEOOXOMHMBIM crenuQuEKanuaM u
BEIIYIIEHa YTionroModeHsM JIHmom.

< NOANKCAHO > 14/ cenmubpal 2026
3amecTuTems VAOTHOMOYCHHOTO THIa o Hara

Hrangapmarko, C, A,
C/Can Pathasas, 3 - 28108 AnxoGenaac (Manpng) — Ten,: 91 657 23 23 — Daxc: 91 65723 72
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HASBAHME ITPEITAPATA: ®eprarym $on, pacTeop
KOMILIEKTE C KPHIUKOH-103aTopoM (10 mr.) — magkm

KOJIITPETIAPATA: 997264

<Tozomun: UTAJIODAPMAKO>

CEPTH®HKAT COOTBETCTBUA

CTPAHA HA3HAYEHMKA: POCCUS

HOMEP CEPHH: 2601601

HATA ITIPOU3BOACTBA: 30/01/2026

HATA OKOHYAHMST CPOKA I'OJIHOCTH: 31/01/2028

NOJYYEHHOE KOJIMYECTBO: 30 750 yiL.

JUI7 TpremMa By 1ps, 800 Mr+0,235 Mr, 15 Mn dniakons B
KapTOHHLIC

1. Tlpomssopctso, yuaxoBKa u KOHTPOIb [JAHHOM CEPHH OCYIIECTBISUIMCH KOMITAHHE:
«ATAJIOAPMAKO, C.A.» 115 kommasmy «UTATTOAPMAKO C.nLA.».

Orar Hazsanue nromanin | Azpec Homep
LIPOM3BOJICTRA ceprudurara GMP
Ilpou3soncreo Urandapmaxo C.A. | Can Padasns 3, | ES/136HVI/24
TOTOBOMN AnxoGennac Manpuz,
JEKapCTREHHOM Hcnanmg
GopMEr (pacTeop
BO (rakone)
Ipoussomcteo ABC ®apmaneyruun | Bua Kanrone Moperry, | IT/10/H/2025
TOTOBOIH CILA. - 29 (nox. Jloxanura Can
JIEXapCTBEHHOH Bepnapao), 10015 -
opMEL Uspea (Typun), Hranus
(xomTCHHED-
KOJIAYOK)
[Tepprunas ABC ®apmaneyruan | Bua Kantone Moperra, | IT/10/H/2025
YIaKOBKa C.ILA. 29 (nox. Jloxanuta Can

Beprapno), 10015 —

Wspea (Typun), Wramus
Ilepsnynas Wrandapmaxo C.A, | Can Padasies 3, | ES/136HVI/24
YIIaKOBKa Anxobernac Manpuz,

Wcoanus
Broprunag Urandapmako C.A. | Can Padasms 3, | ES/136HVI/24
YHaxoBKa Anxobernac  Manapun,

Vcnianus
Bemycxarommii | Uranpapmaro C.A. | Caxn Padasns 3, | ES/136HVI/24
KOHTPOJIib Anxobermac Manpug,
KavecTBa Hcnanng

2. MepompusTas 0 CepHAIMIANHY | arperanun ObLIM OCYINECTBIIEHH Ha [POU3BO/ICTECHHOMN
wiomanke Manantrans Unterpa CJLY., pacronoxenso#t o anpecy Ilonmrono
Wrgacrpuan Heltrop-Xenapec E-3, Jlox-23-24, Mexo, Manpuy (Menasmmus)

3. KauecTBeHHBIH 1 KONHYECTBEHEDIE COCTas cepuu coorBeTcTBYeT HopMarnsroMy JOKYMEHTY
JIII-Ne(008374)-(PT-RU) ot 13.01.2025 u HpoToxeny na npouzsoactso cepun OF-0389.00
(medacosannsli npenapar), ot nexabps 2020 ropa, u Hpotoxony #a mpouzBonCcTBO cepuH
QA-0879.01 (rorossrit TIpenapar), JeHCTByomeMy ¢ anpeis 2024 roga, KOTOPHIE,OMHACHIBAIOT
BCC MaTepHansl, MCIONL30BAHHEIE IS HPOR3BOICTEA cepHH. §

Iy

Hrangapsaxo, C. A.

C/Can Pacpasnk, 3 - 28108 Anxobennac (Manpnz) - Te.: 91 657 23 23 — dake: 91 657 23 72
E-mail: italfarmaco@jtalfarmacogroup.com — Wnrepucr-cajir: hup/hwvw.itali‘gj'umco.es

3apeructpuposana » Toprosos pecctpe Manpiia — 106 8.601, xunra 7.477 Pasgen Ne 3, nuer 187, _u.oxymmﬁzNg 82.156-2 'adimcs Ne |
HBH: A 78570611 — MHH 8 pamkax EC: ESA 78570611 -




<Jozomun UTATIOAPMAKO >

CEPTUOHKAT O BBITYCKE
TIpenapart; 991264 Deprarym Gox pacteop Pocenn V x 10 ceprifuniit BBIIYCK
Ananus Ne: 000202608335
Hpowncxomnense cepum: 01
Hox. Matepuans 5000010558 Hara npouzsoactsa: 01.2026
Cepus: 2601601 Craan: Z030 Hlara oKoHMaHus cpoka rogaocTH: 01.2028
Cepust nocrasmmxa; Hoct: 8329 Manantuan, Huterpa CJLY.

3akas na npomssoncTra: 4500147882

Ipumevanus:

Tpouseodumens 20m 060l Rexapemeenton gopmor (pactsop): Mrandapmaxo C.A., Cax Padasns, 3, 28108,
Asxobengac, Maupyn, Ucnanus

Hpouseodumens 2omosoi nexapcmeennoll goopamer (cocras B KPBILIKE-/03aT0pe (KOHTeHHep-KoNmagoK)): ABC
Gapmaueyrman, C.IT.A., Bua Kautoze Moperru, 29 (n0k. JTokanura Can Bepnapno), 10015, Mppea (Typun),
Hramus

Hepsuunas ynaroska: Wrandapmaxo C.A., Hcnarus, Can Pagasms, 3, 28108, AmmcoSenpac, Manprx, Yenanms
lepeusnan ynaxosra (cocras B KpEIHIKe-03aTope (Komﬂﬂep-xoﬂna!aox)): ABC ®apmaueytusn C.IT.A., Bua
Kanrone Mopermm, 29-(nox. Joxanura Cax Beprappo), 10015, Mepea {Typuu), Uranus

Bmopuyunas (nompebumenscxas) ynaxosxa: Wrangapmaxo C.A., Heuanug, Can Padayis, 3, 28 108, AnxoGenpac,
Magpug, Henanus

Bernyckawowuii konmpons kavecmsa: Hrandapmaxo C.A., Hcnanns, Can Pacass, 3,28108, AnxoBennac,
Magpug, Henanus Ne GMP ceprudukara: ES/136HV /24

Hacrosmum nozrsepxaato, uro wHpopmatms seaseres AOCTGBEPHOH 1 TOMBOH. [annas cepus mpoxyKumy Ghina
1IDOH3BE/ICHA, BINOYAA YNIAKOBKY, MAPKUPORKY KOHTPONh KA4eCTB, HA BEUIEYNIOMANYTHX (POHIB0ICTBEHHbIX
FLIOMEAKaX B IONHOM COOTBETCTBHE ¢ TpeBopanuamu GMP EC Tpebosanuamu PeructpaLuonsore YIAOCTOBEPEHHUS
CTPaHbl HA3HAYCHUS,

3amicn o6 obpaborke, ymakoske u QHANIN3e NApTHH OLUTH MpOBEpeHs! TIPM3HAHLL COOTBETCTBYIOMIMMH
Tpebosanuam GMP, Tiobsie oTenonenms OT YIBEPXUEHHOTO TIPOLECCa, SCiH TAKOBbIE MMEIHCE, ObUIM HOTHOCTEIO
OLCHEHLI 1 OJ00PCHE! YIOTHOMOUEHHLIM NEPCOHATOM,

YKasaHHas CepHA BLIIYIEHa YrHonHoModeHLIM THIoM,

BCETI'O BRIIYIUEHO. ..: 30750

Pezyasrar: Coorsercrayer

Tanysit CepTH(HKAT NOANHCAE INEKTPOHHO
Tapens Torsanec, Capa
Crewmansucr OK / VIIOTHOMOYEHHOS NU10
14.09.2026 14:37:15

Hraagapmako, C. A.
C/Cati Padasas, 3 ~Tlon. Hunycrpuans AmkoGenaac, Anxobenpac, 28108 — Magpuz, Menauns — Ten.: 91 65723 223 — Dakc: 91 65723 72



