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Aunscres oflsarenumn NpIthoXBUBEL
X mpovaxnty (cepridineary) anamesy

VALENMTA
AQ eBasenma Papus
| CEPTHO®UKAT CEPAH N 040000007853 1
Toprosoe Haumenopanue HAnzagupun®

Mexuynapoatoe HenareHToBanHOS
HA3BAHHE
_PynnuposoyHoe/xHMHYBCKOE)

Hmudazonunamanarud NeRMAanAUOCON KUCIOMb!

JlekapcTBennas gopma Cupon

Hoauposka 30 m2/5 mn

{opma BeIMycka Onaxon 90 mn + 1 meprusii wrpy x 1 (navuxa kapnionnas)
Homep cepun A2102

Hara napaoriy 11.02.2021

T'open o 31.01,2023

O6%&M cepun, ym. 21226

re gy FY TR NCPOBOPM- | 117010648 om 29,09.2020 7

Homep HJY J1-006482-290920

Haumenosanwe u anpec pepsiatens
Py

Axyuonepnoe obujecmeo «Banenma Dapmayesmuxay (A0
«Banenma Papm») Poccus, 141101, 2. Ulenxodo, Mocxoscxas:
abnacmy, ya. Pabpusnan, 0. 2.

Haumenosanne i anpec npoussonu-
Tens. Homep nnueHsuy Ha npoma-
BOCTBO,

Craaua npoussogeTsa

- lIpouseodcmeo 2omosoil JI®, nepsuunas ynaxoska — ABC
Farmaceutici S,p.A., ltaly (ABC ®apmayosimuuu C.n.A,, Hma-
aus), Via Cantone Moretti, 29 (loc. Localita San Bernardo)-
10013, Ivrea (TO). JTuyensua Ne aM-44/2018 om 29/03/2018.

- Bmopuunasn/nompebumenscxas ynaxosxa, 6uinyckaiouni
KOHmponL kavecmea — Axyroneproe obiyecmso «Barenma
Papmayesmuxan (AO «Banenma dapa») Poccus, 141101, 2.
Lenxoso, Mocxoackasn obnacmy, yn. Pabpuynas, 0. 2.
Juyensun Ne 00108-JIC om 09 anpens 2018 2.

Cepruturar coorsercrsus TpeGoba-
nuAM [pasun nannexaued npons-
BOACTBEHRON MPAKTHKH yreepkaen-
HBIX MTpAKa3oM MeumnpomTopra Poc-
cHu No-916

-ABC Farmaceutici S.p.A., Italy - GMP-01635/20/IT om
21.08.2020 2.

-AO «Banenma @apmy, Poccus ~ GMP-0028-000267/18 om:
01.06.2018 .

KoHTpons kauecTBa NOATBEPHKAEH
npoTokonom aHani3a (Cepruduiar
aHMTHIA)

040000007853 om 31.03.202] 2.

Hacroauum 1 monTsepaato, 410 NpUBeNeHHAA BEILE HHdopMaLmMa sangercs noctoeproi M ToqHOH, OTa
CepHA MPOXYKIHH NpoHIBeAeH? (BKIOYas YNakosKy (MAPKAPOBKY) H KORTPO/h KAYCCTBA) HA BLILICYKA3AH-
HbIX IPOKIBONCTBCHHEIX IOWAMKAX B TOTHOM COOTBETCTBHH ¢ TpeGoBaHMaMH Tparin Haewamell npous-
BOACTBEHHOH NMPRKTHKK (YTREPHAKACHHBIX NPHKAIOM MuHnpomTopra Paccun Ne 916, ¢ nelcTBYIOUMME Hame-
HEHHAMK), TPeGOBAHNAMH KOHTPONA KAYECTBA NEKAPCTBEHHEIX CPEICTE, A TAIOKE BLCOOTBETCTEWH CO ClIeLH-
GHKAUMAMH, CONEPRALIMMHCE B perHCTpalHOHHOM Jccke, 3aMmicH Mo MPOH3E s YIIRKOBKS H AHATHIY
NPOBEpPeHE!, H YCTAHOR/EHO, HX COOTBETCTBHE Tpefo : ‘NPOU3BOACTBEHHON MPaK-

YnorsoMoueRroe Mo
NMpuras M3 P® om 03.11.2017 Mo889
Kod e peecmpe VI Mo 5742

THKH, W PA3PELIOH K PEaTH3aIMHA,
P P4 2021,




VALENTA

AQ « llamina tm;,mu‘

Poccis, Mockgecxan vily,

& dlernoen, ya, Walipaeas, 0. J
Tea, €7 (495) P33 I8.460

hawe 1 7 (¥93) Di3-48-63

Haumenosanue ApOAYKUIL

Homep marepuamnma:

Howmep cepuu:

Konuuecrno npojykiu n
cepu "

Hara napaborim:

Hcnnrranus npoBejieHs no!

M0O3-M-1-4-002

CEPTHOUKAT AHAIMIA Ne 040000007853

Murapupun® cupon 30 Mr/5 i
5000000691

A2102

21226 YIT Ne |

11.02.2021
JITI-006482-290920

Ne | Haumenosanue
i/ g Tpe6ouarst H] PesynpTaTl UCIBITAH U
| |Omscanue [Ipoapaustas GecypeTHas CIErKa BASKAA ITpoapaunan GeciBeTIaN CAETK BRIk
SKUAKOCTD € XAPAKTEPIHAIM JATIAXOM. WIIKOCTD € XAPAKTCPIBLIM JANAX0M,
2 |Mopnunnoctn:
BOXX Bpesena ypepicisanin nukon

KauecTeennan peakius ¢
H{EIOUHBIM PACTBOPOM

MMIAI0NMASTANAM LA IEHTAHMOBOM KICIOTH
U MerioaparggporeulessoaTa a
XPOMATOTPAMME HCHBITYEMOTO PAcTHOpPR
JLOJAHE COOTRETCTRORITL BPEMEHAM
YACPACHBAINGT TR0 UMHAIOAHADTANAMMUIA
MEHTAHAMOBON KHCNOTHE U
MeTHATZPArKiPoRcHbeH30aTa Ha
KPOMATOTPAMME CTAHJIAPTHOTO PACTIOPA b
(paspen "Kometecrnenoe onpepenenme”),
ApKO-KPACHOE OKPALIHBAHIE, HEPEXOjiHce b
OPAHEBO-IKENTOE NPH NOAKHCICHHN,

chmrzﬂa )’Jlepﬁl(lﬂlh]liiﬂ ITHKOB
HMLIZ30NINSTARAMM IR IEHTAHIHOBON KHCAOTLY
1 mersnaparuapokeubensonTa Ha
KPOMATOUPAMME HCHBITYCAMOTO PACIopa
COOTRETCTRYIOT BPeMeHaM Yﬂﬂp)‘(l{“ﬂ“ll“ HHKOB
HMIJIRAONHTOTATIAMUIR IICH?&HHHQIIQI’( KUCHOTH
K MC'I‘HIIllap'dl‘L{RPDKCHGCHSDﬂ.‘fﬂ Ha
XPOMATOrpaMye CTaH;RPTHOTO pacrsopa b,

SIpKO-KPACHOE OKPALIHBAKME, HEPEXORMLLe 1
OPRIHEBO-AENTOE NPH NORKUCHEHINL

JAHASOpeEAKTUBA
3 {lpoapadHocTh [Ipenapar JomKen OBITh MPOIPA'HLIM, TIperapat npoapadHbii.
4 {lineTnocTh {Ipenapar J0/<eH BUEPHEBATL CPABHENHE ¢ [TpenapaT BEIHEPRUBACT CPABHEHHE C ITANOHOM
granoioM Be Bo.
5 [pH Or 6,3 no 6,7, 6,6
6 {Iltoriocts, riun Ot 1,125 o 1,165 1,145
7 |PojcTaensbie TpUMeECH:
- Tpumeck A (rueraronr), |He doncee 0,2 0,13
Yo
- lpusecn B, % Fe donee 0,3 0,10
- Mpumecn C, % He Gonee 0,2 0,04
- eMHHN AR He Gonee 0,2 0,006
wemjen TP OBaHas
npumecn, %
- CyMMa npuneced, %o Fle tonee 1,0 0,40
B |Mannexaesmuist obnen, o1 T
YKASAHIOTO Hi STHKETIE!
-cpegHee sHateHue He menee 100 100
copeprumore, Yo
~CIMHUTIOE 3HAYeHHe He menee 95 Or 100 yo 101
cofepsimoro, % '
O |Konuuecrneunoe Ot 5,40 nto 6,60 6,03

olpejlencHie: CojicpRaic

CrullisMNoOs (nuasom-
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Jye
n/n

Haumenonanue
NMOKasare/n

TpeGonpains ),

Peaymnrarhr HCHBITAIMIT

STAHEMMIR FTEHTAHJHOBON
Kucnorst), sMvfsn

Copepuanite
KOHCCPBARTOR
{(MeTHnuaparuppo K-
Geraonr parpun), M/

Or 1,40 no 2,10

119(?11]11)‘-\'1’11.

Ha aTuKerke rakonl yKasupaior Toprosoe
HAUMEITODAITHE NEKAPCTBEHNOTO NIPEMapaTa ¢
npejlyILperTeLIoi Mapruposkoit ®,
IPYIIMPOROYIOE HAHMCHOBAINUE, IOBMPODKY,
"IMpouasepeno: ABC dapranoirinis CarA,,
Wranus o sakasy AO "Banenra Dapu”,
ronapusit sHax AO "Banenra @apu”, cocran i
S ai cHpona {HAMMEHOBAHNE W KONHHCCTBO
ACHCTBYIONIErO BEIECTRA, TIepeMeih
BCHOMOTATEALHEIX BeIecTh), 06ben upenapita
o gmakone v i, Reapereriyo gopmy, "
TpHeMa BIHYTPa”, yoroms xpaHenua, "Xparn iy
1 HEACCTYITHOM JUISL J{CTex mecre”, "Neuenne u
npoduraxrika rpunna u OPBH pna pereit ¢ 3
et 9MeMERTH HIRTHA, (HOMEp CepUl, CPOK
rONOCTH.

2) Bropudnan ynakonxa fekaperpeiioro
NpenapaTa.

Ha navxe yKAsbIBaoT TOPropoe HMeHouanue
HEKAPCTREHHONO NPENApaTs &
TPEYHPETHTENLION MAPKHpoBoi W),
IPYIHTMPOBOYHOL HAHMEHOB RHIE, IOIHPOBKY,
HABHE M PEC IPCANPHATHI-IPOUSBOJUTEN,
"o sakasy AQ "Bancura @apu”, naspanite,
TORAPHBIN JHAK, apped, Tcm:tgmu “ L]):\Kc

'l |Muxpobuonornveckan |10 Pd, OBC.1.2.4.0002.18 .
uyerora n | M
: - afigee ypeno aspoduniz (He Gonee 10 Metee 10!
J MiKpoopraiuamon, KOE
| - obuee wucno He bonee 10! Menee 10
! JIDOAOKEBBIX W TLILCHEBLIX
| rpubon, KOE
- Escherichia coli Oreyrersue Otcyrernyer
- snrepobaKrepur, Qreyrernme Oreyrernyior
YETOMUUDLIX K e H
- Pseudomonas acruginosa [Oreyrerune Orcyrernyer
- Staphyloceceus aureus  [Oreyrernue Orcyrerpyer
12 |Ynakosxa o 50 ma w0 90 M so paakonn TTo 90 Ma 80 inakonax KOPUMHEBOTO LBET],
KOPHYHCHOTO 1{BETA 13 NOMHITHACHTEPLDTANATA, [CHAGKCHHDLIX KOADLOM-JIATITEPOM,
CHADKEN NG KOMABUOM -AJTRIITEPOM, FRYNOPEHIHX KPBILKAMI BHHTORDIMI C
YRYUTOPCHHDIC KPLIHTEKAM K DUHTORDIMY "l KOHTPOEM 1TEPpBOra luprl;iTHIl M Jﬂll{ilTDﬂ oT
HOMUNPOIIUICHA ¢ KOHTPOIEM NEPBOLo sekputTan ferhat, [a cakyuii dakon
BCRPBITUA W 3MTHTOMN OT BOKPBITHA JIETLMILL, HaKjeeHa 3THKCTKE W3 oyp.earu.
Ha gasenoiin duraon nagacHpaioT oTHKerTiki ny |Onior uakon BMECTe C© MCPIBIM WITPUHITEM 1
6)’."43.1'“ VI HAHOCHT TekCT llt.'|fU(;i]L’HC‘] BEHHO 1A lﬂlETp)’KllHEfﬁ ne ['lp%‘;MﬂﬂCl“‘lw B IANKE 1I
duaakon s, Cyunn Grakon BMecTe ¢ MepIHnin KapTona,
ﬂll’i!):!l{L’M 141 L{IiCTPyKlUlL‘.;{ no npu.\:a:;mumu
NOMEIIAIOT B MAUKY U3 KAPTONHA JUIH
norpedurenseroit Tapt 1o FOCT 7933-89 swan
UMIOPTHOLO, PRIPEINENTOro K npusenaiiio M
PO
13 | Mapruponxa 1) Hepnuunas ynakonka J‘lCl(‘.lpC’f‘llc)[.Il()i‘n 1) Hepummas ynakosa Aekaperednoro

npenapaTa.

Ha stikerke GIAKOHE YKA3AHO0: TOprosoe
HanMeHoBaHMe llCKﬂ.pCTBEHII{)FO ﬂpcnapaTa c
NPESYNpPLHTEALHON mapruponkoit ®,
TPYHITHPOBOYHOE HANMCHOBAHNE, JOIHPOBKA,
"TTpousnepeno; ABC

@apsanoiimienn CLA,, ViTanua no saxasy AQ
"Banenra ®apa’, ropapniit stax AO "BanenTa
Qapn", cocras Ha § M cupona (HauMeHOBANULE
U KOAWUECTRO ERCTIYIONIETD REULECTH,
Hepetent BEMOMOTATCALHBIX BEIECTR), afines
npenapata Bo (MAKOME B MA, neXaperHennan
dopaa, "Jina npuenma BHYTPD”, yeroBM
xpasiesss, "Kpanurh b HEJOCTYIINOM [V neredi
seere”, "Mlevenne 1 lspmpumxnma rpunna u
OPRM juint fiereit € 3 e, sieMenthl Jusaiig,
HOMED CEpIE, CPOK TOINOCTH,

2) Bropusitas yIakopia NexapeTRenioro
npenapara.

Ha nuske yrasao: 'Joprgaout‘lghimtoﬂ‘ume
neRapcTReHioro l:pcyﬂ
Itpcnynpeumcnmn}u’l rsigps(sipumcm: ®,
CPYIITUPOROUHOE mumur)%‘:mc ng;uguaxa ;
HAUBAHKE W ;\;gpu;‘ LPEAnPUALMsI- n‘gouguomnu
"ITo sakasy AO "Banenta ®a “,Enaammcc
Tonapsti sHaK, :t.npec,:rcne(bqu‘u :!Jalfc_
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:ﬁr H:‘;::::z::tue Tpebopanua HJI Pesynbrare ucnsrramuit
MpeNNpPUATHA-YTIAKOBIIMKA, COCTAL HA 3 M NPERNPUATIA-YTIAKOBIYHKA, COCTAB HA 3 M
(HauMEHOBIHME U KONUYECTBO Reficreyoulero  [(HAUMEHOBAHUE M KOMUYECTBO nelictayiomero
BELEeCTDa, MepeYeHb BCTOMOTaTeNbHbIX BEUIECTBa, MEPEYEHT BCTOMOrATENLHRIX
BEW(ECTB), 0GLeM Npenapata o hakome B MA,  |BemecTs), 06bem NpenapaTa Bo GraKole B M,
nexapeTBeniyo gopmy, "lar npuema sHyTPL", |nekapcrpentan gopme, "nn npuema miyTps”,
yCNnonuA xpanenun, "Xpanuth 6 HEOCTYNNOM  [YCHOBUA Xpaenus, "Xpanuts b el ocTynHOM
Ann petedl Mecre", yenoBua otnycka, "Meuenue u [Ann getei Mecre", ycnoBua otnycka, "Mevene K
npogunakruxa rpunna u OPBU g geveit ¢ 3 [npodmnaxruka rpymna « OPBU pna feted ¢ 3
net", "llpotupoBupycioe cpexcrno”, "Bes ner", "[IporusosupycHoe cpencteo”, "Bes
caxapa", “Bea kpacurenek", "Bea cnipra”, "C caxapa”, "Bes kpacurene”, "Bes cnupra”, "C
MEPHLIM LWNPHUEM", TOKESRHUA K NPHMEHEHKIO, [MEPHBIM IMPHIEM", TOKISBHU K NPHMEHENHIO,
"Cnocob mpumencuus v gossi: Bayrps, "Crioco6 npuMenenua u Tosut: BHyTpb.
Hesasucumo or npuema nuwp. Mpuen Hesasucumo ot nmpuema muwu. [puem
NPenapaTa HAYMHAIOT € MOMEHTA NOABNEHUA npenaparta HAYUHAIOT C MOMEHTA NOABIEHUR
MepBLIX CHMIITOMOD 3260/MEBaHU, XENATENbIO  |[TEpBBIX CUMNTOMOB 3AG0NEBAHMR, JKENATENBHO
He nospHee 2 cyrox ot Havana Gonesuu. [TnoTio [ne mosymiee 2 cyrox ot navana Gonesuu. [notHo
DCTABDTE MEPHBIA WMPUIL B rOPALItIKO (NAKONA. [BCTABLTE MEPHbLA LIMPHIL B FOPNRUIKO GNAKOHA.
[lepesephute dinakon Bepx AHOM W TITABHO [Tepenepiuiure dhnaxon poepx AIOM K MARDHO
MOTARUTE MOPIIEHb BHUS, na6upnﬂ cupomn no MOTAHMTE MOPUIEHE BHUS, Hnﬁupu cupon o
HYxHOH oTMeTkH. [Tocne ynotpeGrenis HyxHOI oTMeTKu. Ilocne ynorpeGnenmn
NPOMOITE WIPHL D TEN/OR BOIE U BLICYIUMTE  |MPOMQIITE WNPKL| B TEMNOH BOAE W BHICYIIWTE
ero.", TaGMMIA MpyeMa NPENapaTa b ero.”, TabnK1e npuema npenapara B
93DUCHMOCTH OT BOSPACTA, HOMED 3aDHCHMOCTH OT BOIPACTa, HOMeEp
PErMCTpPaLIMONHOrO YAOCTOBEPEHIA, HOMED PerHCTPAUMOHHONO YROCTOREPEHHA, HOMED
CBMIETENBCTBA HA TOBAPHDIA SHaK, 9NEMEHTHl  [CBHAETENBCTBA HA TOBAPIbIA SHAXK, 3/IeMENTSI
USRI, IWTPHXOBOF KON, HOMEp CEPHI, CPOK  [XtHIakiHa, MITPHXOBOR KON, HOMEp CepUM, CPOK
FORHOCTH, BOSMOXKHO HaHeceHKe papMKOfa u  [rogHocTH, HaHeceH dapMKof it cpefcTBa
cpeacts uaenTHdUKaLH (ndopMaLy ana HACHTHOHKALUM.
MOHUTOPHHCA NBUMCEHUA NEKAPCTBEHHOO
Mpenapara OT NPOUIBOIUTENA AC KOHEYHOTO
norpeGutena).
14 |Xpauenue B opurunansHoft ynakoske npy remmnepatype ne seiute 25 °C. Iocne Bekpitun
dnakona xpanuTb He Gonee 7 yueit.
15 |Cpoxk ropnocTn 24 Mec, {fo 31.01,2023
ITynkr Ne |1 Ha OCHOBaHMM TPOTOKONA aHanmusa QOO0 "Iputemo" - Ne 149821 oT 22,03.2021
- HLMMEKOBAL 0f mufoparopun HOMEP NPOTOKOML A
[posepun: Urkerep AJl = Kamuauna UN.
AONXITOCTD noamucs bHO

3AK/NIOYEHUE OKK: npenapar coon';\ercmyer

coorsercroyerhie cooteeTeTayer

Tpebosanuam

NI1-006482-290920

noumep HY|

Mynuna B.T.

Dara: 31.03.2021
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Crpanua 3 us 3




