ALFASIGMA #

Kontposb kayecTBa - cepTidukat ananusa Ne: 700159653_AL
Quality Control - Certificate of Analysis Ne: 700159653_AL

Koa Ipoaykr Cepus Jarta aHanu3a Jata npousBoacTBa T'onen no Ionyuyatenn
Code Product Batch Date of analysis Manufacturing date Expiry Date Destination
Anbda Hopmuke® TabaeTku, nokpbIThie Poceust
nJieHoYHoii 06os104Koii, 400 mr, 1 Gmucrep 32098 13/02/2026 01/2026 12/2028
no 14 Ta6. B nauke kapToHHoii (14
Ta0/1eTOK)
AI._FA NORMIX®_ film-coated tablets 400 mg, 1 RUSSIA
blister of 14 tab in carton box (14 tablets) 32098 13/02/2026 01/2026 12/2028
MokasaTenu Hopmbl EanHunubl Usmepenus PesynbTathbl
Analysis Limits units of measure Results
MUH (min.) Makc (max)
OnucaHue Kpyrnble oBosikoBbINyKrible TaGreTKy, NOKpbIThIe Kpyrnbie
nreHo4YyHon o60r0Y4YKONM PO30BOrO LiBETa ABOSIKOBbINYKJIble
TabneTku, MOKpbITLIE
nreHo4YHOM oborioykon
Round, biconvex, film-coated tablets of pink color po3oBoro useTa
APPEARANCE
Round, biconvex, film-coated
tablets of pink color
MopnuHHOCTL

IDENTIFICATION

- pucbakKCUMUH
- RIFAXIMIN

TCX

TLC

Y®-cnekrpodpoTomeTpus

UV-SPECTROPHOTOMETRY

- )Xeresa oKcua KpacHbIN
- RED IRON OXIDE

OcHOBHOE MATHO Ha XpoMaTorpaMmme UCMbITYEeMOro
pactBopa MO MOJIOXEHUIO, OKpacke U BeriMuuHe
AOIMKHO COOTBETCTBOBaTb OCHOBHOMY FMSITHY Ha
XpomaTorpamme cTaHpapTHOro pacTBopa
pudakcMmmHa

The principal spot in the chromatogram of sample
solution should correspond in position, color and size to
the principal spot in the chromatogram of rifaximin
standard solution

Y®-cnektp  UCMbITyemMoro
COOTBETCTBOBAaThb Y®-cnekTpy
pacTtBopa pudakcuMuHa

pacTBopa  [OOFXeH
CcTaHOapTHOro

UV spectrum of sample solution should correspond to
UV spectrum of rifaximin standard solution.

KayecTtBeHHas peakuusi. OkpawmBaHue pacTBopa B
TEMHO-KpaCHbIV LBeT
Qualitative reaction. The solution becomes dark red

CooTBeTcTBYET

Complies

CooTtBeTcTBYET

Complies

PacTBop okpalumBaeTcsi B
TEMHO-KpacHbIN LBET
The solution turns dark red

KonuuectBeHHOe onpepeneHune 380 420 mr/tab 393

pudakcumuHa ( YP-

crnekTpocoTomeTpuUs) 380 420 mg/tab 393

ASSAY OF RIFAXIMIN

(UV-SPECTROPHOTOMETRY)

Mpumecu, BOXX:

Impurities , HPLC:
MNpumeck A/ IMPURITY A 0,2 % 0.0
MNpumeck B/ IMPURITY B 0,2 % 0.0
Mpumeck C / IMPURITY C 0,2 % 0.0
Mpumeck E / IMPURITY E 0,2 % 0.0

A

MeHnenmxep no Kontponto KauectBa
\"  Quality Control Manager
Dr. C. Trezza

MopTBEpPX)KAAlD

APPROVED Q/

P./C.10fn3 5

MMotlits

YrnonHoMouyeHHoOe nuuo

» Qualified Person
Dr. C. Neroni
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ALFASIGMA

Konrposb kauecTsa - ceprudurat anaanza Ne: 700159653_AL
Quality Control - Certificate of Analysis Ne: 700159653 AL

Kon Iponykr Cepus JlaTa aHanu3a Jata npousBoacTBa Topen oo Ionyuartennb
Code Product Batch Date of analysis Manufacturing date Expiry Date Destination
Aabda Hopmuxc® TabseTicH, NOKpbITHIE Pocens
MJIeHOYHOii 060s10uKoii, 400 mr, 1 6sicrep 32098 13/02/2026 01/2026 12/2028
no 14 ta6. B nauxe kapToHHoii (14
Tabsaerok)
ALFA NORMIX® film-coated tablets 400 mg, 1 RUSSIA
- ‘ .
blister of 14 tab in carton box (14 tablets) 32098 13/02/2026 01/2026 12/2028
Mpumecsk F / IMPURITY F 0,2 % 0.0
Mpumeck G/ IMPURITY G 0,2 % 0.0
Cymma npumeceit D + H 0,5 % 0.2
TOTAL IMPURITIES D + H
JTio6as gpyras eguHUYHas npuMech 0,2 % 0.1
ANY OTHER INDIVIDUAL IMPURITY
Cymma npumecei 1,5 % 0.5
TOTAL IMPURITIES
Bopa 8 % 3
WATER 8 % 3
OpHOpPOAHOCTL A03MPOBaHHbLIX eAUHULY B cooTBeTcTBUYU ¢ TpeGoBaHusamu GEASC CooTtBeTcTByeET
UNIFORMITY OF DOSAGE UNITS Complies with requirements EAEU Ph. Complies
Pacnapaemoctb 30 MWH 7
DISINTEGRATION 30 min 7
PactBopeHue 70 % (Q) 60 MyH 101
DISSOLUTION 70 % (Q) 60 min 101
Mukpo6Guonoruueckas umcrora Kateropus 3 A CooTBeTcTBYET
MICROBIOLOGICAL PURITY Category 3A Complies

YnakoBka Mo 14 TabneTok B 6rincTepe U3 KOMBUHUPOBAHHOIO Mo 14 Tabnetok B Gnuctepe
PACKAGE maTtepuana MNBX/M3/MBOX, npuBapeHHOro k u3 KOMBUHUPOBaHHOTO
antomuHueson conbre. 1 unu 2 6nuctepa BmecTe ¢ matepuana [BX/MN3/MBOX,
NINCTKOM-BKNaAplLLeM B nayke KapTOHHOM. npuBapeHHoOro K
aniomuHmeson conebre. Mo 1
14 tablets in a blister of combined PVC/PE/PVDC 6nuctepy (14  TabneTok)
material blister welded to aluminum foil. BMecCTe ¢ TINCTKOM-
1 or 2 blisters with patient information leaflet in a carton | Bknagabiwem B nayke
pack. KapTOHHOW.
14 tablets in a PVC/PE/PVDC
blister welded to aluminum
foil.
1 blister (14 tablets) and a
patient information leaflet in a
carton pack.
MapkupoBka MapkupoBKa Ha pyCcCKOM fi3bike MapkupoBka Ha pycCKom
LABELING Ha 6nucrtepe ykasbiBaloT: A3bIKe
ToproBoe HauMeHoBaHue npenapara ¢ | Ha 6bnuctepe ykasaHo:
npeaynpeauTenibHOM MapKUpOBKOM ®, | ToproBoe HavmeHoBaHue
MexayHapoaHoe HenaTeHTOBaHHOe HauMeHOoBaHue | npenapaTa c
(Ha pycckom 7} aHINIUACKOM fA3bIKax), | NpeaynpeavTenbHO
nekapcTBeHHyto ¢opMy, [03UMPOBKY, Ha3BaHUEe | MapKMpPOBKOW ®,
MeHenxep no KoHtponto KauectBa YnonHoMou4eHHoe Lo
_Quality Control Manager /Z,Qualiﬂed Person
Dr. C. Trezza Dr. C. Neroni
MoaTteepxaato ” ,
APPROVED /& H/u i
AHol by 6

/7'/ ﬂg/ 14

P./C. 2 ofinz 5




ALFASIGMA >

Konrtposb kauectsa - cepruduraT anaanza Ne: 700159653_AL
Quality Control - Certificate of Analysis Ne: 700159653 _AL

Kon IIpoaykr Cepusi JaTa aHanu3za JlaTa npouszBoacTBa Tonen no IMonyuyaTenn
Code Product Batch Date of analysis Manufacturing date Expiry Date Destination
Aubpa Hopmuxc® Ta6aeTKH, NOKPLIThIE Poceust
J1eHo4Hoii oGoJouxoii, 400 mr, 1 Gicrep 32098 13/02/2026 01/2026 12/2028
no 14 ta6. B mauke kaproHHoii (14
TabJeToK)
ALFA NORMIX® film-coated tablets 400 mg, 1 RUSSIA
blister of 14 tab in carton box (14 tablets
(14 tablets) 32008 13/02/2026 01/2026 12/2028
dupmMbl-nponsBoauTerisi, HOMep cepuu, AaTy | MexayHapoaHoe
McTevYeHUsi cpoka rogHocTu («FodeH [o:»). HenaTeHToBaHHoe

Ha nayke kapTOHHOM yKa3bLIBaIOT:

Toprosoe HaumeHoBaHue npenapara c
npeaynpenuTenibHOM MapKUpOBKOM ®,
MeXxayHapoAHoe HenaTeHTOBaHHOE HauMeHoBaHue
(Ha pycckom 7] aHrIIMNCKOM A3blKax),
riekapcTBeHHy0 ¢hopMy, A03UPOBKY, KOFMMYECTBO
TabrieTok B YynakoBKe, Ha3BaHWe [eUCTBYIOLEro
BelectBa U ero konuyecteo B 1 TabneTke,
npepynpenutenbHble  Hagnucu: «Ona  npuéma
BHYTpb», «Cnoco6 npuMeHeHusi: CM. JIUCTOK-
BKMagbll», «XpaHUTb B HEAOCTYNHOM ANs AeTew
MecTe», YCIOBMUsSI XpaHeHWsl, YCroBUsl OTMycCKa,
Ha3BaHue 7] agpec (cTpaHa) nepxarens
pernctpaumMoHHOro yaocTtoBepeHusi (coBrapjaeT ¢
HasBaHWeM 1 agpecom (CTpaHOW) MPOU3BOAUTENS),
nororun Aepxarens pernctTpaumoHHoro
yAocToBepeHusi (Ha naTuHuULUE), perMcTpaLuoHHbIN

HOMep, HOMep cepuu, [aTy MUCTEYEHUs1 CpoKa
rogHoctu («FogeH [o:»), Aata NPOU3BOACTBA,
WITPUX-KOA; Jonyckaetcs HaHeceHue

NPOU3BOACTBEHHbIX KOAOB, W/MWNM [OBYyMepHOro
MaTpUYHOro Koaa u/umnu cpencTB uaeHTUdUKaLmMm
(cepuanusauum).

Labeling in Russian language

Printed on the blister:

Drug product trade name with a warning label ®,
international nonproprietary name (in Russian and
English), dosage form, strength, manufacturer name,
batch number, expiry date ("Expiry date:").

Printed on the cardboard box:

Trade name of the drug product with a warning label ®,
international nonproprietary name (in Russian and
English), dosage form, strength, number of tablets per
pack, name of the active ingredient and its amount per
tablet, warning inscriptions: “For oral use,” “Method of
administration: see patient information leaflet,” and
“Keep out of reach of children.”; storage conditions,
dispensing conditions, name and address (country) of
the marketing authorization holder (same as those of
manufacturer), marketing authorization holder logo (in
Latin), marketing authorization number, batch number,
expiration date (EXP:), manufacturing date, barcode;
production codes and/or two-dimensional matrix codes
and/or identification means (serialization) may be
applied.

HaumeHoBaHue (Ha pyccKoMm u
aHrnMuIrcKkom A3blKkax),
nekapcTBeHHas dopma,
[03upoBKa, HasBaHwe up-

Mbl-Nipon3BoauTens, Homep
cepun, pata  WUCTeYeHus
cpoka rogHoctn  («logeH
00:»).

Ha nayke KapTOHHOW
ykasaHo:

TOprosoe HaumeHoBaHue
npenapara e
npepynpeanTensHON
MapKUpPOBKOW ®,
MexzayHapoaHoe
HenaTeHToBaHHoe

HavMeHoBaHue (Ha PyCcCKoM 1
aHrMNCKOM A13blKax),
nekapcTBeHHas thopma,
[031pOBKa, KONMYecTBO
TabneTtok B yrnakoBKe,
Ha3BaHue OencTeyioLLero
BeLLeCcTBa U ero KonuyecTso
B 1 TabneTke,
npeaynpeauTenbHble

Hagnucu: «ns npuéma
BHYTPbY, «Cnocob
NPUMEHEHUs:. CM.  JIUCTOK-
BKnagblwy,  «XpaHuTb B
HefoCTyNMHOM  Anst  AeTen
MecTe», YCINOBUSI XpaHeHus,
ycrosus oTnycka,
HaumeHoBaHWe W  apgpec
(cTpaHa) nepxartens
perucTpalyoHHoro
yAocToBepeHus (coBnagaeT ¢
HasBaHMeM U  agpecom
(ctpaHon) npousBoauTens),
norotun aepxarens
perucTpaLvoHHoro
yA0CTOBEPEHUS (Ha
natuHuue),
perncTpaumoHHbIN Homep,
Homep cepuu, nata
ncTeyeHnss cpoka roAHOCTM
(«"opeH [0:»), nara
npou3BOACTBa,  LUTPUX-KOA,;
HaHeceHb!
NpPOWU3BOACTBEHHbIE  KOAb,

ABYMEPHbIA MaTpUYHBIN KoA,

MeHemxep no Kontponto KayectBa
Quality Control Manager ﬂ

(‘ Dr. C. Trezza

X

MoaTeepxpato
APPROVED

1Mot

YnonHoMo4yeHHoe Lo
Qualified Person
r. C. Neroni

P./C. 3 of/ln3 5

/ /f/oz/ / 1014




ALFASIGMA *

Kontpousb xauectsa - ceprudurat ananauza Ne: 700159653_AL
Quality Control - Certificate of Analysis Ne: 700159653 AL

Koa Ilpoaykr
Code Product

Cepusi JaTa aHanuza
Batch Date of analysis

Aubda Hopmurxc® TabaeTkH, NOKpbITHIE

nJ1eHo4Hoii oGosouxKoii, 400 mr, 1 6iucrep 32098 13/02/2026

no 14 Ta6. B nauke kaproHHoii (14

Tabserok)

ALFA NORMIX® film-coated tablets 400 mg, 1

blister of 14 tab in carton box (14 tablets)

32098 13/02/2026

JlaTa npousBoacTBa
Manufacturing date

01/2026

01/2026

I'open no IToayuaTennb
Expiry Date Destination

12/2028 Poccus
RUSSIA
12/2028
cpeacTea  uaeHTudmkaumm
(cepvanuzauum).
Labeling in Russian
language

Printed on the blister:

Drug product trade name with
a warning label ®,
international  nonproprietary
name (in Russian and
English), dosage  form,
strength, manufacturer name,
batch number, expiry date
("Expiry date:").

Printed on the cardboard box:
trade name of the drug
product with a warning label
®, international
nonproprietary name  (in
Russian and English), dosage
form, strength, number of
tablets per pack, name of the
active ingredient and its
amount per tablet, warning
inscriptions: “For oral use,”
“Method of administration:
see  patient  information
leaflet,” and “Keep out of
reach of children.”; storage
conditions, dispensing
conditions, name and address
(country) of the marketing
authorization holder (same as
those of  manufacturer),

marketing authorization
holder logo (in Latin),
marketing authorization

number, batch number,
expiration  date (EXP:),
manufacturing date, barcode;
production codes, two-
dimensional matrix codes,
identification means
(serialization) are applied.

XpaHeHue
STORAGE

Mpu TeMnepaType He Bbiwe 25 °C
Store at a temperature not above 25°C

Mpu TemnepaTtype He:
Bbiwe 25 °C

Store at a temperature not
above 25°C

Cpok rogHocTH 3ropa 3 ropa
SHELF-LIFE 3 years 3 years
eHemxkep no KoHntponto KavyectBa YnonHomo4eHHoe fuLo
/Quality Control Manager /,,_ Qualified Person
- Dr. C. Trezza Dr. C. Neroni
MoaTteepxaato
APPROVED

P./C. 4 oflus 5
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ALFASIGMA »

Koutpousb kavecTBa - cepTuduKaT aHamuza Ne: 700159653 _AL
Quality Control - Certificate of Analysis Ne: 700159653_AL

Kon IIpoayxr
Code Product

Anbdpa Hopmukc® TabeTKkH, NOKpbITHIE

MJIeH0YHoii 060J104Koii, 400 mr, 1 6sHcTep

no 14 Ta6. B nauke kapToHHoii (14
TabJyieToK)

ALFA NORMIX® film-coated tablets 400 mg, 1
blister of 14 tab in carton box (14 tablets)

Cepus JaTta aHanausa Jata npousBoacTBa TI'open no
Batch Date of analysis Manufacturing date Expiry Date
32098 13/02/2026 01/2026 12/2028
32098 13/02/2026 01/2026 12/2028

HoayuaTenn
Destination

Poccusi

RUSSIA

MpumeyaHue (Note):

* MKO —-npegen korinuectBeHHoro onpenerneHus (LOQ - limit of quantification)
** 110 —npepen obHapyxeHus (LOD - limit of detection)

MpousBoguTtenb pudakcuMmmnHa:

Rifaximin Manufacturer:

O ¢.U.C. — dabbpuka NtanesHa CuHteTuum C.n.A., Utanus
O EYPOAMW UTANW C.P.J1., Utanus

x OnoH 3kTuB Papmacbktotukan NHrpeavnerntc UHawsa Mpainsat Jlumuteq, Hans

0O OnoH C.n.A.,Utanus
O F.I.S. — Fabbrica Italiana Sintetici S.p.A., Italy
O EUROAPI ITALY S.R.L., ltaly

$¢ Olon Active Pharmaceutical Ingredients India Private Limited, India

O Olon S.p.A. , Italy

CootetctByeT HJ J1M-Ne(006080)-(PI-RU)-090625 /Compiles to ND LP- N2(006080) - (RG-RU) - 090625

MpousBoputenb (Bce ctaaun npousBogctea) / Manufacturer (all production stages):
Anbcacurma C.n.A., Utanusa / Alfasigma S.p.A., Italy
Buna 3. depmu, 1 65020 AnaHHo (TMeckapa), Utanusa / Via E. Fermi, 1 65020 Alanno (Pescara), Italy

Menemxep no Kontponto KavyectBa

Quality Control Manager " Qualified Person

Dr. C. Trezza

MopTBEpPXKAAtO

APPROVED )e/ /“’/0 ) ( &Oéé

Dy. C. Neroni

17/01] 2016

YNnonHOMOY€eHHOe NULo

P./C. 5 ofinz 5



ALFASIGMAY

GMP COMPLIANCE CERTIFICATE

Product Name:
HanmeHoBaHue npenapata

Importing Country
CrpaHa-umnopTép

Product Code:
Kop npenaparta

Package size and type:
Pasmep v TMN yNaKkoBKK

Quantity:
Kon-Bo

Product Batch No.:
Ne cepumn npenapara

Manufacturing Date:
[aTa npounsBoAaCTBa

Expiry Date:
fogeH no

Product Analytical Certificate No.:
Ne cepTudmKaTa aHanM3a NPOAYKTa

APl name:
HanmeHoBaHue APC

API Analytical Certificate No.:

Ne ceptudukara aHanmnza ASC

API] Batch No.:

No cepun APC

Manufacturer APl Name:
HavmeHoBaHue npoussogutena APC

Manufacturer API Address:
Appec npoussogutena APC

ALFA NORMIX® 400 mg film-coated tablets No. 14
Anbda Hopmukc®, Tabnetku, NOKpbIThIE NAEHOUYHOM 060104KOM
400 mr, Ne 14

Russia
Poccua

02000927

1 blister of 14 tablets in carton box
1 6auctep no 14 TabneToK B KAPTOHHON Mavke

40656

32098
01/2026
12/2028
700159653_AL

RIFAXIMIN
PudakcmmmH

700156913 _AL

2025004106

O EUROAPI ITALY S.R.L. / O F.L.S. — Fabbrica Italiana Sintetici
S.p.A./ EOlon Active Pharmaceutical Ingredients India Private
Limited/CO0lon S.p.A.

0O EYPOANW UTAZTIN C.P.N1. / O ®.MU.C. — dab6puka UtanmaHa
CunTetnum C.n.A./ B OnoH IkTue PapmacbioTikan UHrpegmeHTC
UHamns Mpaiieat umuten/0 OnoH C.n.A.

O Via Angelo Titi, 22/26, 72100-Brindisi, Italy / Bua AHxeno Tutu
22/26, 72100-bpuHamsn, Utanus

O Via Dovaro, 36045 Lonigo (VI), Italy/ Bua [losapo, 36045,
Jlonuro (BW), Utanua /MPlot Nos.: L-1, L-21 to L-28 & L-44

ALFASIGMA S.p.A. Registered Office & Headquarters Milan office Manufacturing Plant Manufacturing Plant
Capital Stock € 10.000.000,00 | - 40133 BOLOGNA 1 -20124 MILANO | - 65020 ALANNO (PE) 1-00071 POMEZIA (RM)
R. C. and Tax Code - Via Ragazzi del '99, 5 Via Antonio Bordoni, 7 Via Enrico Fermi, 1 Via Pontina, Km 30,400
PIVA/NAT IT 03432221202 Ph. +39 0516489511 Ph. +39 02642221 Ph. +39 08585711 Ph. +39 0691391

Fax +39 051388593 Fax +39 0264222344 Fax +39 0858541625 Fax +39 0691393980

Pharmaceuticals with passion



ALFASIGMAY

Additional Phase M.I.D.C., Raigad District India-402301 Mahad,
Maharashtra/Mnot Hoc.: /1-1, 1-21 go /1-28 v N1-44 SamwinHan
®ase M.I.D.C., Palirag, OucTpukT MHama-402301 Maxap,
Maxapatutpa

oVia Della Vittoria, 89 (loc. Cassino D'Alberi) - 26837 Mulazzano
(LO), Italy/ Bua [lenna Butropua, 89 (nok.KaccuHo a'Anbbepu)-
26837 MynauuaHo (/10), Utanua

Manufacturer Name: Alfasigma S.p.A.

HanmeHoBaHWe npoussoautena Anbdacurma C.n.A.

Manufacturer Address: Via E. Fermi 1, 65020 Alanno (Pescara), Italy
Agpec npoussoauTens Bua 2. ®epmu 1, 65020 AnaHHo (Meckapa), Utanus
Manufacturing License of Manufacturer aM - 138/2025 of 25/09/2025

authorization No.: aM - 138/2025 ot 25/09/2025

Homep n1ueH3MmM Ha NPou3BOACTBO

MoCTaBLUMKa

Normative Document: ND LP - N2(006080) - (RG-RU) - 090625
HopmaTtueHbIA JOKYMEHT HZ, J1M-Ne(006080)-(Pr-RU)-090625

I hereby certify that this batch of product has been manufactured, packed and tested at the above-mentioned
site in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorization. / Hactoawmm noatsepskaato, 4to AaHHaa cepua npenaparta bbl1a U3roTOB/EH],
yMaKoBaHa W NPOTEeCTUPOBaHa Ha BblEYNOMAHYTON NowaaKke B NMONHOM COOTBETCTBUM € TpebosaHuamu GMP
MEeCTHOTO pery/IMpytoLLero opraHa u cneumduraLmamm, yKkasaHHbIMU B paspeLleHnn Ha Npoaaky.

The manufacturing protocol and the test protocol are properly signed. / Mpou3BoACTBEHHbIA MPOTOKOA M
MPOTOKO/ UCTbITAHMI [0/MMHBIM 06Pa3oM NOANMUCAHbI.

In addition to the analytical results essential information such as the production conditions and the results of in-
process-controls have been considered. / B gononHeHue K pe3ynbTtaTam aHaiu3a bGblna paccMoTpeHa BaykHas
MHdOpPMaLMA, TaKan KaK yCNoBUA NPOU3BOACTBA M Pe3y/IbTaTbl KOHTPO/IA B NPOL,Eecce NPOU3BOACTBA.

The review of the manufacturing documents and the inspection documents confirmed the conformity of
products with their specifications, including the terminal packaging. / [poBepka NpPOU3BOACTBEHHbIX
[OOKYMEHTOB M MPOBEPOYHbIX LOKYMEHTOB NOATBEPAMIA COOTBETCTBME NPOAYKUMM UX creuyduKaumam, BKAOYan
KOHEUHYIO YNaKOBKY.

Compliance with the approval documents is available. / CooTBercTBuMe yTBEPXAEHHBIM [AOKYMEHTaM
NOATBEPKAEHO.

The batch was entered in the sequential register or equivalent document. / Cepusa 6bina BHeceHa B
nocnefoBaTe/lbHbIA PEFUCTP AU SKBUBANIEHTHbIN AOKYMEHT.

The batch has been certified for release for sale by the undersigned Qualified Person. / Cepusa 6bina
cepTudurLMpOBaHa AN1A BbIMyCKa B NPOAAXKY HUMKeNoANucaBWUmcA YNOAHOMOYEHHbIM JTULIOM.

Qualified Person YnonHomouyeHHoe JInyo
Dr. Carlo Trezza Ap. Kapno Tpeuua

Signature/Mognuce: M Date/[lara: /7"/02'/20&’

A

ALFASIGMA S.p.A. Registered Office & Headquarters Milan office Manufacturing Plant Manufacturing Plant
Capital Stock € 10.000.000,00 | - 40133 BOLOGNA |- 20124 MILANO | - 65020 ALANNO (PE) | - 00071 POMEZIA (RM)
R. C. and Tax Code - Via Ragazzi del '99, 5 Via Antonio Bordoni, 7 Via Enrico Fermi, 1 Via Pontina, Km 30,400
PIVANAT IT 03432221202 Ph. +39 0516489511 Ph. +39 02642221 Ph. +39 08585711 Ph. +39 0691391

Fax +39 051388593 Fax +39 0264222344 Fax +39 0858541625 Fax +39 0691393980

Pharmaceuticals with passion



ALFASIGMA

Ne AS/10/2026 ot 03.03.2026 r.

MNoaTrsepxaeHWe COOTBETCTBUA BBO3UMOIo NneKapCcTBeHHOro npenaparta TpeeoBaHHﬂM,
YCTaHOBMEHHbLIM MpW rocyaapcTBeHHOM perucTpaunm

Toproeoe
HaumeHoBaHwe
npenapara,
feKkapcTBeHHas
hopma, [031pOoBKa,
dopma Bbinycka

Anbda Hopmukc® TabneTkmn, NOKpbITbIE NNEHOYHOH 0GON0YKOH,
400 mr, 14 wT. (6nucTep) (1) nayka KApTOHHaA

afpec npousBoaUTEnNs Utanusa / Alfasigma S.p.A, ltaly

65020 Alanno (Pescara), Italy
Wranus / Alfasigma S.p.A., Italy
65020 Alanno (Pescara), Italy
Wranus / Alfasigma S.p.A., ltaly
65020 Alanno (Pescara), Italy
WUranus / Alfasigma S.p.A., Iltaly

65020 Alanno (Pescara), Italy

MHH O6bem cepun (naptun),
PUaKCHMUH BbINYyLWEHHOW B rpaxaaHckui 40656
obopot
HoMep:cSpv 32098 flata 01.2026 FogeH oo | 12.2028
NpoW3BOACTRA
Homep JIM-Ne (006080) - (Pr-RU) ot
perucTpaunoHHoro 01.07.2024 (paTa EiHeceHm'-l Hopwarvehas | HI M-Ne (006080) - (PT-
YLO,0CTOBEPEHMS U3MeHeHNI
(nepeotpopmneHms) & PY OOKYMeHTaLuns RU)-090625
09.06.2025)
HaumeHoBaHue
RERARTEIA Anbthacurma C.n.A., Utanus
perucTpaLnoHHOro
yOOCTOBEPEHUs
HaumeHoBaHue u MpoussoauTens (BbinyckatoLmii KOHTponb kayecTBa): Anbgacurma C.n.A.,

Bua 3. ®epmu 1, 65020 AnanHo (Meckapa), Utanws / Via E. Fermi 1,
Npon3soauTent roTOBOW NekapcTBeHHoM opMel: Anbdacurma C.n.A.,
Bua 3. ®epmu 1, 65020 AnanHo (Meckapa), Utanua / Via E. Fermi 1,
YnakoBLUMK/(hacoBLUKK (B NePBUYHYIO YNnakoBky): Anbtacurma C.n.A.,
Bua 3. ®epmu 1, 65020 AnaHHo (Meckapa), Utanua / Via E. Fermi 1,
YnakoBLuK/chacoBLWK (BTOpU4Has ynakoska): Anbthacurma C.n.A.,

Bua 3. ®epmu 1, 65020 AnaHHo (Meckapa), Utanua / Via E. Fermi 1,

MpoBepsaembie napametpbl (OA - Hanuuue/cooTBeTcTBMe, HET -
oTcyTcTBUe/HecooTBeTCcTBME, H/IM — HEe NnpuMeHUmO)

OA | HET | HN

CepTudukatel KadecTBa MNPOU3BOAUTENA WMEKOTCA B Hanuyuw,
NpoBepeHbl W COOTBETCTBYIOT cheundukauumn yTteepxaeHHon HI,
AencTeoBaBLUEl Ha aaTy npoussoncTtsa JIM unu B Te4EHUe nepexogHoro
nepvoaa, c y4eToM rnpumMeYvaHuii.

1
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ALFASIGMA >

[MpoToKonbl MCMbLITAHMIA NOMyYeHsl, NPOBEPEHbl U MOATBEPKOAT
cooTtBeTcTBMe JII1 yTBepwageHHon H[I, peicTeoBaBwien Ha AaTty O
npownssogctea JII unu B TeueHwe nepexogHoro nepuoaa.

OKCNepTHbIE 3aKN4YeHUss NonyYeHbl, NPOBepeHbl W NOATBEPKAAT
cootsetctaue JIM yTeepxgeHHo H[I, p[elcTBOBaBWEid Ha Apary O
npownssogctsea JI1 unu B Te4yeHne nepexodHOre nepuoga.

CepTuchmkaTel COOTBETCTBUA MOMyYeHbl, NPOBEPEHbI U NOATBEPXOAOT
cootBetctBue JIM yTBepxpeHHoi HMO, AeidcTBoBaBlleii Ha pjaty O
npoussogcTaa J1M nnu B Te4eHne nepexoHoro nepuoaa.

Konundecteo umnoptuposanHoro JIIT He npeBbiwaeT konudecTtsa M, =
yKasaHHOro B cepTudmkare Ka4yecTsa NponssoauTens.

O

YCTaHOBMEHHbLIM NPU rocyAapCTBEHHOM PerncTpaumum

lNMoAaTeBepXaeHUe COOTBETCTBMA BBO3UMOIO neKapcTBeHHOTO npenapara TpeGoBaHUsAM,

Cepus  JIIM cooTBeTcTByeT TpeboBaHWAM, YCTAHOBMNEHHLIM TNPWU  rOCYOapCTBEHHOM
pervcTpauun JN, moxeT BbiTb BBEAEHa B rpaxaaHckuii oBopoT u BbinyLleHa B ceoGogHoe X

000 «Anbgpacuama Pyc» e nuue MeHepansHozo Qupekmopa [naskosol O.
doseperHoe nuyo (Mapxomerko O.B., meHedxep o Kayecmay, 00sepeHHOCMb
4-N0 om 17.10.2025 &2) Ha OCHOBaHUU 8bilieyKa3aHHbIX ceede
nodmeepx0aem, 4Ymo OaHHbIl neKapcmeeHHblll npenapam, 868e3eHHbIl
meppumopuro P®, coomseemcmsyem mpebosaHUsM, ycmaHO8MeHHbIM Mpu ea
2ocydapcmeeHHol peaucmpatuu.

&

obpalleHve
Cepus JIM He cooTBeTcTBYET TPeOOBAHWSIM, YCTAHOBMEHHLIM NPU €ro rocynapCTBEeHHON 0
pervucTpaLum, He MoxeT ObiTh BBEAEHA B rpaXaaHckuii 060poT K fosmkHa BbiTh 3abpakosaHa
KommeHTapuun MpoBeseHa oueHka cooTBeTcTBMA no nokasatenam HA  «Onuca oTRENA »,
«MapkipoBkay» d\\\“ &,
N
3

YUTH4IU =
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