<[lozomun komnaruu 366ey> MepeBoa ¢ anrnuiickore sabika Ha PYCCKUA A3bIK
366eu C.p.N.

C.P. 148 MoHTuHa Km 52 CHU Tel.+39-06-928921
Kamnosepge gu Anpunwua, NaTuHa 04011 Fax: 39-06-928927000

Wranusa

CEPTUOUKAT COOTBETCTBMUSA

Homep CAN: 20065870 Homep B cnucke: 00N314
........................ Haseasue npenapara: enTpan 400 mr 2x10 tabneTku Hata npouseopcrea: 03 — 2021
Homep cepuu: 1148146 Hata uctevyenus Cpoka rogHocTu: 02 — 2024

Npouseoncreennas IL1omanka: 3668u C.p.JL. 04011 Kamnosepae (JIT) Uranus

JIHuensus na npoussonerso / Ceprugmar o Hal1exkameii npousBoacTBeHN 0 NPAaKTHKe:
[T /146/ H/2019

[pousBoacTBenuwii ABTOPH30BAHHLII AeKpeT: n.aM#3/202] del 19.01.2021

YnaxkoBka =2 x 10 TadJIeTOK B Oauctepax
Jlexapcreennas dopma = TaGuerky, [IOKpBITEIE 060/104K0

Perucrpaunonnoe yaocroBepenue = Ne 011968/01

Crpaua umnopra = Poceus
JedictByionee BEIIECTBO: = AnemeTHonnn 400 mr

3anucu no MPOW3BOACTBY, ynakoske v nposeaeHmo aHanuaa NpoBepeHb! U NPUaHaHBb! COOTBETCTBYOLMMM
GMP.

D066Bu C.p.JI.
Ynomnomouennoe JIMIIO

TMoamucs: Banepus Pyrrepu
Hara: 16 wrons 2021

Harta Boiycka: 10 mag 2021
Ilepecmorpennas BEpCHsA

Hacrosumit CoC 6rin BhInyuier 16 uions 2021 ¢ nensio AOKYMEHTHPOBaHHA QUHAILHOrO BBIITYCKA CCPHU
TOC.1e CCpHaU3aLMH, BBINOIHEHHO 36601t

Crp.1u3s




<[loeomun KoMnaHuu 366su>

2668u C.p.Jl
C.P. 148 MoxHTura Km 52 cHLU,

Kamnosepae av Anpunia, NatuHa 04011

WTanusa

CEPTUDPUKAT

Homep CAT: 20085870

HassaHve npenapara: [enTpan 400 mr 2x10 Tabnetku

Homep cepuu: 11481 46

IToxkazarean
Obice ucn0 a1podHsix GakTephit
OfiLee YHCI0 JPOHIKEBDIX 1 IIIECHEBBIX rpudos

Oneytersue Escherichia coli B Imr

BuemHui BHI
Ta6aeTkn oBatbHOM GOPMBL, JIBOAKOBBITYKIBIE,
FramKue, OT 6enoro 70 CBETI0-KEITOro 1BeTa.

TIOKPBITHIE IeHOMHOTT 0D0IOUKOIL.

O;1HOPOTHOCT 103UPOBAHHA
Coorsercrayer Erp.®.

AneMETHOHUH HOH

AJIeMETHOHKHH HOH

S.,S-usomep

1 4-GyTanwcy TboHOBAT KHCTOTA

KoauuecTBEHHOE ornpeeIeHHe AjleMeTHOHHHA

S.S-mzoMep

Bona
Pacnaiaenocts npit pH 6.8 IR

Pacrataemocts npi pH 6.8 2R
Pacrianaemocts: B 0.1 M pacTBope
XJIOPHCTOBOIOPO/IHOM KHCIOTbL HEPEs 2 yaca
(riepBbiil yPOBEHb)

Pacriaaemocts: B 0,1 M XJIOPHCTOROIOPOIHOH

KHCI0TH! Hepe3 2 uaca (BTopoit yPOBEHb)

MeTo1bl
Epp.® 2.6.12
Epp.¢ 2.6.12

Epp.® 2.6.13

BusyaibHblil

EP /Eep.®.2.9.4

RTM.C6166-

SOLID100061605
RTM.C6167-SOLID

1000617564

RTM.11742-SOL
1000617556

RTM.C6166-

A\HAJIN3A

Homep B CNUCKE:! OON314

Hopmbl
<=2000 KOE/r
<=200 KOE/r

OTCyTCTBYET

CM. 110Ka3aTCIH

0 (CM. MoKasaTe/u

[To/I0HUTEIbHBIH

_
o

[TosnoKuTe IbHbIH

D TIpOXOIHT MM HE TPOXOTHT

360-420 mr/ Tab1eTKa

SOLID1000616056

RTM.C6167-SPLID ~ >=55%
1000617564

RTM.C6100-SPLID  <=2.5 %
1000605342

Epp.®29.1 <=30 MHH
Epp.®29.1 <=30 MHH
Epp.®2.9.1 Cwm. nokazarenu
Epp.® 29.1 Cwm. mokasare/iu

Ctp.RH

398

Tel:+39-06-928921
Fax: 39-06-928927000

[Aara npowW3BOACTBA: 03 — 2021
[arta ucTeueHus cpoka rogHocTu: 02 — 2024

Mepesoa ¢ aHINUACKOTO A3kIKa Ha pyCCKui A3bIK

Pe3ybTaThl
0 KOE/r
0 KOE/T

He oGHApVKEHO

COOTBETCTBYET
crieQUKaiu

CoOTBCTCTBYET

[Ipoxoaut

[IpoxoauT

[TpoxoauT

405 mr/ TabneTKa

66 %

1.3%
13 MuH,

13 Mun.
CoOTBETCTBYET

cnelH(pHKaLHH

CoOTBETCTBYET

cretpuraiu



</lozomun komnanuu 366eu>

3668u C.p.J1.
C.P. 148 MoHTUHa Km 52 CHU

Kamnosepae av Anpunua, Natuxa 04011

WTanus

CEPTUD®UKAT

Homep CAM: 20065870

Hassawnue npenapara: lentpan 400 mr 2x10 TabneTkn

Homep cepun: 1148146

Pactropenne 8 0,1 M XJIOPHCTOBOI0PO THOK
KHCJ0TH 1R

Pactopenue 5 0.1 M XJIOPHCTOBOI0PO,THOf
KHCJIOTBI ([IPOMEXKYTOYHOE 3HA4eHHe) | R
Pactopenne B 0,1 M XJOPHETOBO10PO, THOH
KHCJI0TbI (OCHOBHOE 3HaueHue) 1R

Pacrsopenne npu PH 6.8 1R

Pacreopenue npu PH 6.8 ( MPOMEXKYTOYHOE
3HaueHHe) 1R

Pacteopenue npu PH 6,8 (ocHosmoe 3HaycHue) 1R

Pacreopenue 5 0,1 M XJIOPHCTOBOAOPOIHOH
KHCJIOTHI 2R

Pactropenne 8 0,1 M XJIOPHCTOBO10POIHOH
KHCJIOTBI (IIPOMEKYTOYHOE 3HaveHue) 2R
PacTropenne B 0.1 M XJIOPHCTOBO0POLHOI
KHCJIOTBI (OCHOBHOE 3Ha4YeHne) 2R

Pacreopeune npu PH 6.8 2R

Pactropenue npu PH 6,8 (IpoMexyToymHoe
3HaueHue) 2R

Pactropenne npu PH 6.8 (octosmoe 3HaueHue) 2R

Aznenun (ADN)

MeruinTHoanenosun (mta)

S-aeHo3mI-L-roMotucTenH (sah)

Eannuunas HCMACHTH(HUMPOBAHHAS [PHMECH

Cymma HEHICHTHPHUMPOBAHHKIX TPUMecei

RTM.C6101-SOLID

1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6166-
SOLID1000616056
RTM.C6166-
SOLID1000616056
RTM.C6166-
SOLID1000616056
RTM.C6166-
SOLID1000616056
RTM.C6166-

SOLID1000616056

Crp.3u35

lMepesoa ¢ aHrnuitckore A3bika Ha PYCCKWI A3bIK

Tel:+39-06-928921

Fax: 39-06-928927000

AHAJIHN3A

Homep B cnucke: 0ON314
Data npoussoacTea: 03 — 2021

HNata ncreueHus cpoka rogHocTyh: 02 — 2024

<=10%

<=10%

<=10%

>=75 %

>=75 %

>=75%

<=10%

<=10%

<=10%

>=75%

>=75%

>=75%

<=23%

<=23%

<=2.0%

<=0.2 %

<=3.0%

101 %

99 %

101 %

0%

0%

0%

101 %

99 %

103 %

0.2%

0,7%

0.1%

0,1%

0,1%



<[lozomun KomnaHuu 366eu> Mepesos C aHrNUACKOTO A3bIKa Ha PYCCKUMiA A3bIK

3668u C.p.Jl.
C.P. 148 MoxtuHa Km 52 cHY Tel:+39-06-928921
Kamnosepae au Anpunua, NaTtuHa 04011 Fax: 39-06-928927000
Wranus
CEPTUO®UKAT AHAJTU3A
Homep CAIl: 20065870 Homep B cnucke: OON314
Haseanume npenapara: FenTpan 400 mr 2x10 TabneTkv Nata npoussopcTea: 03 - 2021
Homep cepuu: 1148146 [lata MCTeYeHWs Cpoka rogHocTH: 02 — 2024
Cymma npumeceit RTM.C6166- <=6.0% 1,5%
SOLID1000616056
'omoceput (hs) RTM.C6170- <=12% 0.0 %
SOLID100061606!(
2-amuH0-4-GyTHpoakToH (abl) RTM.C6170- <=12% 0,4 %
SOLID100061606()
2668u C.p.JL

KoHTpo/b Ka4yecTBa

[Tommuce: Jlaypa TaHuHOHNM
Jlara: 16 urons 2021
Jlara Beimycka: 10 mas 2021

Hacrosuwit CoA Gbin Bpinyuiet 16 mioas 2021 ¢ ueasio AOKYMEHTHPOBAHHS GUHATLHOTO BBITYCKA CCPUH
[0c:1e CepHATH3AINH, BHINOIHCHHOH 2600TT

Crp. 4 135




<[lozomun komnanuy 3b66su>

A, HWXenoanucaswasncs, Bane

4TO cneayowue cepuu I enTpa

- 1148146

C yBaxeHuenm,

Moanuce, gata: 16 uwona 2021
Banepusa Pyrrepu

pPwA Pyrrepu, YNONHOMOMEeHH
GneTku 400mr, kog 2006
8/01-231117, uamerenn

nTa
B cooTeeTcTBMM ¢ HI Ne M NO1196

Mepesoa ¢ AHIMMUCKOro A3blka Ha PYCCKWIA A3biK

Bcem 3aUHTepecoBaHHbIM nvuam

5870, Homep B cnncke
A NeNe1-6.

OnepaumnoHHbIi MeHegxep no obecnevyenuro KaHECTBa/yﬂ(}ﬂHOMOHEHHoe nyo

AwwVie S.r.L a Socio Unico
Prodotti Chimico-Farmaceutici
Sede Legale e Stabilimento:

S.R. 148 Pontina Km 52 snc
04011 Campoverde di Aprillia (LT)
Tel. +3906928921
Fax.+3906928927000

Unita Locale e Uffici Amministrativi:

Vialde dellArte 25
00144 Roma
Tel. +3906548891

Crp.5u3 5

O€ nnyo 366Bu C.p.J., Wranus, noaTeepxgaro,
N314 Goinu npou3seaeHsbl

Cap. Sociale €20.000.000 i.v.
Codice Fiscale-Partita [VA e N°Iscr.Reg.

Imprese di Latina: 02
Societa sottoposta al
Della AbbVie Inc-1 N
Chicago, IL 60064

645920592
la direzione e coordinamento
orth Waukegan Road-North






