000 BepnnH-Xemn/A. MeHapHHH

NOJATBEPKJEHUE COOTBETCTBUSI

Ne TIC-CGOG16

[ Toprosoe HaumenoBaHue JlepkameH® J1yo

Me3K/IyHapoHOE HENaTeHTOBAHHOE HAaHMEHOBAHHE
(rpynnupoBOUHOE HIH XUMHYECKOE)

JlepkanuAMNHH+DHATANIPKI

JlexapcTBenHas popma TabeTKH TIOKPHITIE TFIEHOYHOH

000JI04KOH
Jlo3upoBKa 10 mr+10 mr
dopma BHITycKa 14 wr. , GrucTepsl (2 WT.) , MAYKH
KapTOHHBIE
Homep cepui (MapTvm): CGOGl6
O6Bem cepuu(mapTH) \ 29 979
JlaTa MPOM3BOJICTBA 09.12.2020
lozen 1o 01.12.2022
HapMmeHOBaHMEe MW ajapec  TNPOU3BOAMTEIA (c IMpon3BoauTE b~
yKazaHUeM CTa/Iuii MPOM3BOACTBA) PexopnaTi XUMHYecKas "

dapmaLeBTHYECKask HHAYCTPHA C.n.A.
(Via Civitali 1, 20148 Milan), Utanus
BoInycKaWIHA KOHTPOJIb Ka4ecTBa-
Pekopnatn XUMHUECKast v
(hapmarLeBTHYECKas HHIYCTPHs C.nA.
(Via Civitali 1, 20148 Milan), UTanns

HOMBp M aarta pCFHCTpaHHOHHOI‘O y,[lOCTOBCpeHPIH

JIT1-001184 or 11.11.2011
(Hara nepeodopmnenus 09.11 2018)

HOMep W Jgata HOpMaTHBHOfI noxymeﬂ'raunu

JIM-001184-091118, uzm.Nel

HaumeHoBaHHe 51 azapec JepKaTens
perucTpPaLMoHHOrO Y10CTOBEPEHHU

Pexopnartu Mpnaupus JITa, Wpnanaus
(Raheens East,Ringaskiddy, Co.Cork)

Hacrosimuii JOKYMEHT NOATBepKAAET:

-7laHHBIA JIEKapCTBEHHBIH npenapar COOTBETCTBYET
CpeAcCTB...»;

-cepHsl JIeKapCcTBEHHOTO Mperapara COOTBETCTBYCT
roCy1apCTBEHHOM perucTpaltu

61-d3 «O6 obpauleHHH JEeKapCTBEHHBIX

TpeGoBaHUsAM, YCTAHOBJICHHBIM MPH CrO

=)

““Coxonos B.JI.  28.04.2021

(nmara )

000 “BepnuH-XemMu/A. Mt

ATTV ““u

tOpuanueckuin agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHas, A. 10
MouToewit agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHas, A. 10
TenedoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




N RECORDATI
Munanckas (papmauesTHyeckan (abpika
KonTpons kauectea Ne:2100468

Cepmuuxam cepuu

TIpoayKT: Jlepkamen Jdyo 10 mr/10 mr
Kon npoaykra: 41787900

Homep cepuu: CG0Gle6

CrpaHa-uMIopTep: Poccuiickas Penepauns
PerucTpaunoHHoe yIOCTOBEpeHHE: JIM-001184

Jlosuposka/Conepaanue:

Jnananpun manear 10 mr + Jiepkanyaunus HCI 10 mr

JlekapcTeenHag Gopma:

TabneTky, NOKPEIThIE MIEHOUHOH 06010uKOH

By ¢ pazMep ynakoBKi:

14 Tabnerok B | Gmuctepe, 2 Gnuctepa B | mauke

Jlata u3roTOBNEHUA. 09/12/20
Jlata oKOHYAHHMSA CPOKA TOIHOCTH! 12/2022
KonuuecTBo YNakoBOK: 29979
CropoHa Homep PV GMP cepTudHuKat
[MpoussonuTent Recordati Industria Chimica ¢ aM-172/2019 1T/235/H/2019
Farmaceutica SpA Via Matteo Civitali | '
20148 Milano
Italy
VIaKOBILHK Recordati Industria Chimica e aM-172/2019 IT/235/H/2019
Farmaceutica SpA Via Matteo Civitali 1
20148 Milano
Italy
KouTposis KauecTsa Recordati Industria Chimica e aM-172/2019 IT/235/H/2019
Farmaceutica SpA Via Matteo Civitali |
20148 Milano
Italy
BeinyckarouHit Recordati Industria Chimica e “aM-172/2019 [T/235/H/2019
KOHTpONb KayecTBa Farmaceutica SpA Via Matteo Civitali
20148 Milano
Italy
[poussonuTenb Recordati Ireland Ltd., Ireland
nelcTBYIOWEro
BELIECTBA! Jepxanmannuy HCI
[TpoussonuTenb Dr. Reddy’s Laboratories LTD, India
IeHCTBYIOLIETO
BEILECTBA:

Duananpui Manear

PesyapTaThl aHM3a COOGIIEHBI B IPHNIATAEMOM Ceprthbukare AHATH3A.

Kommenrapuw/TIpumesanus:

$1 HACTOSLIMM [OATBEPRIAIO,
crenuduKaHAMA Tekywero HopMaTHBHOTO Jokymenta P

4TO BLINICYKA3AHHAS CEPHA NIPOLYKTA Ghi1a POUIBEACHA M BRIMYIICHA B COOTBETCTRHMU €O
occiickuii Deneparmy JIT-001184 - 091118 ¢ m3m. 1

V10HOMOYEHHOE JIMUO
(coOTRETCTREHHO CTAThH 31 [IMPeKTHBEL
2001/83/CE)

_X__ Maunso Patta
__ Knaynua Gpuronu
-[Toonuce-

Jara: 11 mapta 2021 r.

[Tepesoa epen: 12 mapra 2021

Tareana bepectiena-3eexamn
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N\ RECORDATI

Munanckas dapmauesTHueckas hadpuka

Cepmudpurkam ananuza

Kontponb kadectsa Ne: 2100468

Kom: 41787900 Cepus: CGoGle ODP win cepus NMOCTABILMKA: 202016382
[Tpouykr: Jepramen Jdyo 10 mr/10 mr  Merton anannsa: 145 ZTK akTyanbHas BepcHs
Anamma:  10/02/2021  Cpoxk rogHoctu: _ 12/2022 Jlara poM3BOACTBA: 09/12/20
HenpiTanue Crneundukanus En. mam. PesynbTaT
Brewnui Bux KpyTisie IBOSKOBLITYK/bIE TalNEeTKN, TTOKDBITHIE CoorsercTByeT

[TOIMHHOCTE JIEPKAHMAMITHHA
ruapoxnopuaa (BIXX)

TMoanuHHOCTS >HATanpuia Maneata (BDWX)
nOﬂJ!HHHOCTh JlﬂpKﬂHHﬂHllHHa
ruapoxiopuia (AMJ1)

naeHouHoit o6onoukoit Genoro HBETA, Ha MOMCPCHHOM
pa3pese AApPo CBETIO-KEATOr0 1BeTa
TToAOKHTEALHO

[TonoxkuTensHO
TlonomHTeNLHO

[TonowurehHo

MMonokuTensHO
[MonoxuTenLHO

MoanusxocTs 3uananpuna mancata (JIMJ1) MonoxuTensHO [MonoXHUTENBHO
OAHOPOAHOCTL SAMHHIL J03HPOBAHNS L1=15,0%; 1.2=25,0% CooreeTcTBYeT
(HananpwuI)
OHOPOIHOCT SMHHIL T03HPOBAHHA L1=15,0%; 1.2=25,0% CoorseTcTByeT
(nepKraHuMITIH)
Cpenuss macea >200 <212 Mr/tabnerka 207
OIHOPOAHOCTE MACCH 18/20 Tabn. + 7,5%: 2/20 tabn. + 15% Cootsercrayer
KoauuecTreHHbIT aHATN3 NEPKAHHTHITHHE 295 <10,5 mr/rabneTka 10,0
THAPOXJIOpHIA
KonuuecTreH b aHAIN3 JIEPKAHMINTIHHA >95 <105 % 100
rHapoXI0pHIa
KonudecTBeHHBIA aHa M3 JHAanpuia >9.2 <103 Mr/TadneTka 10,3
Mazieara
KonuuecTBeHHBIH aHAH3 SHAIANPUIA >92 <105 % 103
Maneara
[pumecs 1 <0,20 % 0,00
[Mpumecs B <0,20 % 0,00
Ilpumecs 3 <0,30 % 0,08
TTpHMECh AHKETONUIEPAIUHA <3,50 % 0,19
[Mpumeck IHATATPHIATA <050 % 0,00
EAHIHUHAS HEMACHTUPHUHPOBAHHAS <0,20 % 0,04
[PHMECH
CymMa HeuICHTHHUMPOBAHHBIX MpUMeCceH <0,50 % 0,04
Cymma npumveced <4,00 % 0,31
PacrsopeHue JepKaHuauInna = 80 %o 99
ruapoxaopuaa (vepes 30 muu)
Pacteopenme snananpuna maneara (wepes 30 | =80 % 99
MHH)
TToTeps NIPH BLICYLIMBATHE <40 Yo L1
KoHTpons ynakoBKH Jepxamen Jlyo 10 Mr/10 mr 28 TabneTok nOKpPhITHIX CootsercrByeT
ureHouHOR 060104K0oR B BIHCTEPE U3 HENPO3pAUHOH
TPEXCIOAHOH IUIEHKH H L TOMHHUEBOH (oNILTH
coraacuo texcty HJL
I'Tpom:pica CepHaIu3alHH KadecTno meyary J0JLKHO COOTBETCTBOBATE COOTHBTC‘TB}’CT
TpeGoBaHuAM
Ofuee KoaHyecTBO 23poOHEIX
mukpoopraduimos (OKAM) <1000 KOE/r <10
OfHmee KOMHYECTBO APOAIKEBBIX H ;
naecuensix rpubos (OKJITIT) Ey B s
Escherichia coli OteyreTByeT B T Orcysermyer
[lpumesianus:
Meiieikep 0TAe1a KOHTPOIA KatiecTba Cepus YNoanoMOUEHHOE JTHILO
Ji-p Jlanmene Opaiionn OOBPEHA _ X __ Mawnao Parma

-lToontucs-

Tata: 11 mapta 2021 r.

___ Knaynus ®puronun
-lToonucy-
Hara: 11 mapta 2021 1.

[lepesoa eepen: 12 mapra 2021 1,

Tatssina Bepecresa-3eexamn
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