AO «AKPUXHUH»
JSC «AKRIKHIN»

SOP004510

PA3PEIIEHUE HA PEAJTM3ATIMIO Ne 520-2022
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHE NMIPOJIYKIIHUH T'IT:
FINAL PRODUCT NAME:

[TYJIbMWUBY /1 CYCITEH3WA 1151 UHT AJIALIMHA
HO3HUPOBAHHAA, 0.5 MI'/MJT 2 MJT Ne20

MEXKIYHAPOJHOE HEITATEHTOBAHHOE Byaecouun
HAUMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 065422

BATCH No:

KOJA NMMPOAYKTATII: BDSN-0302-800
FINAL PRODUCT CODE:

YIMAKOBKA: 2 Mit - ammy bt (20) - NAYKK KapTOHHBIE
ENVELOPE:

T'OJEH [10: 04.2024

EXPIRY DATE:

OBBEM IMOJYYEHHOH NMPOAYKLHH 22464 YTIAK

(YITAKOBKH):
FINAL QUANTITY (UNITS):

PEFTMCTPALIMOHHOE YAOCTOBEPEHHE: JIIT-005065
MARKETING AUTHORIZATION No:

HAHUMEHOBAHHWE H AJIPEC JIEPKATEJIA
PETHCTPAUHOHHOTI'O YAOCTOBEPEHHUA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

Kynasna, yn, Kupoga 29

AO "AKPUXHH" RU, 142450, Mockosckas o6n., r. Crapas

HAUMEHOBAHHME H AJIPEC ITPOU3BOJANTEJIA Hxeneruk C.ITA. [Mranus], Genetic S.P.A., Contrada Canfora -

(BBITYCKAIOLHI KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

84084 Fisciano (SA), Italy

Aannan cepus Gbl1a NPON3IBEleHA, BKJIIOYAN YNAKOBKY M KOHTPOAh KAYeCTBA, HA BbIWIEYKA3AHHOH NPOH3BOACTBEHHOM
TIOMAAKE B NNOTHOM COOTBETCTBHH ¢ TpeGosannamu cGMP uesieBoro pelHKa ¥ PErHCTPALHOHHON JOKyMeHTaLHeH,
This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the

¢GMP requirements of the intended market and with the Marketing Authorisation.
[TpousBoacTBO cepun, yNakoBKa H aHAJIH3L! GLLTH NPOBEPEHbI H NPH3HAHLI COOTBETCTBYIOWHMH cGMP,
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.,

Kauecrso npoayxra coorBercTByeT TpeGosanusm JII1-005065-240918. W3m. Ne] No2 Ne3 Ned

The quality of the product conforms to the Specification
Hacrosmum noaTBepH#aalo, YTo BLIMIEYKAIAHHAS CePHS Paipelllena K peatH3auHu

I hereby certify that the above joned batch is released to the market.

YnoHoMoueHHoe JIHLIO Pymsnnesa O.H. Tpuxaz Ne 431 or 30.04.2021 J[ara: 0 3 WIOH 2022
QP Name Order Date

AOBEPEHHOCTb OT NOCTABL{WUKA: He Tpebyerca

POWER OF ATTORNEY:

Jara Brinycka: 03.06.2022 12:38:11

[ara pacneuatku: 03.06.2022 15:20:55

Pacneuaran: JLIT. Xaposa
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Crpanuya 1 u3 3

ﬂ!ﬂ& 1 ICLIC

CEPTHOHKAT AHAJIM3A

Myasmubyn

Byneconnn

0,5 mr/ma

Cycnensun Ona uH2ATAYUIE 0 UPOSAHNAA

«/DKEHETHK C.n.A.»
[Ipon3BoacTBeHHBIIH y4acTOK
Quuano (CanepHo)

IMaprus Ne 065422

Ananns Ne 2338/2022

Jara nponssoacrsa: 15/04/2022

Jara ucTedeHus cpoka
rogaocTH: 04/2024

Crpanmualums 3

HenbiTanue

Crneundukauus

Pe3yabTaThl

OnucaHue

Besiag ONHOPOIHAS CYCNEH3Hs

Benas ogHoponHas cycneHius

IMoanuHHOCTD

[Monoxurensusiit (BXKX)
Bpems  BbLIEPKKH  OCHOBHOIO  MHK3
r71aBHOTO KOMIOHEHTA Ha XpOMarorpamme
HCCJIEAYEMOrO pacTeopa JOMTKHO
COOTBETCTBOBATL BPEMEHN BLLIEPKKH TTHKA
By.econuna Ha XpoMarorpaMme
CTaHJAPTHOrO PacTBOpa.

Monoxkurensusiii (YP)
Y®-cnektp veenenyemoro pacreopa 0,002
% (BecoBas jfoas) B auanasode ot 200 mo
350 HM JIOJIKHA NOKa3sIBaTh
MaKCHMabHbIA ypoBeHb a6COPOLHH TOMBKO
npH 246 um

ITonoxuTenbHbIH

TMonoxUTeNnLHEIH

Pecycnennupyemocts **

CycneHsus 10/KHA ObITh TOMOTEHHOIH

Ecau AVio > |5 npoBOAAT HCTIBIT
Apyrux 20 ammynax;
AV30 < 15 ¢ Her ammy el MeHee (1
0,01)M u Gonee

B TEYEHHE 2 MHHYT Nocnie CooTseTcTBYET
BCTPAXHBaHHWA 0K0OM0 |-2 MUHYT
pH 4,0+5,0 4,5
Pacripenenenre 4acTiuU no pasmepy** Dv [10] He Gosnee 1 Mkm 0.7 Mkm
Dv [50] e Gonee 5 MKM 1.3 MKkM
Dv [90] ne Gonee 7 MkM 2.3 MEM
[TnoTHOCTS (1,002 + 1,008) r/mn 1,007 r/mn
KonuuecTBeHHOe onpenenexue (95,0 + 105,0) % 99.6 %
Oyneconuaa (0,950 + 1,050) Mr/ammnyna 0,996 mMr/ammnyna
PoncTBeHHsbIE IpUMecH TMpumecs A £0,5 % He ykasaHo*
[Ipumecs D 0,5 % He ykazaHo*
[pumecs K £0,5 % HE yKkazaHo*
IMpumecs L <0,5 % 0,18 %
EaMHHUHAA HeHaeHTHOHUXpOBaHHAA
npumecs < 0,5 % 0,08 %
Bcero HenaenTuduumposanHbix npumMeceit
<1,0% / AN, 0.14%
Bcero npumeceii < 1.5 % J:t-"'//:__..,N*.. 0,32 %
OIHOPOAHOCTb TO3UPOBAHHUA AVip <15 ~

TOproBO€ HAUMEHOBAHHE npenapara,

(1+L2%0,0)M R
H3Bnekaemblii 0Gbem (2,00 + 2,10) M NCenemae®” ) 04 My
CTepunBHOCTD CrepuabHo CrepuiasHo
VYnakoBka [To 2 Mn1 npenapata B aMnyJTy U3 [To 2 mn npenapata B ammyty W3

MONKITHIEHA HU3KOMH IOTHOCTH, NOJIH3THIEHA HH3KOH TUIOTHOCTH.
5 amny/l crasHel ApYT € APYTOM B BHIE | 5 aMmyJs criasHbl APYT € APYTOM B BHAC
6noka. Kaxaelit 610k noMelaior s 6noka. Kaxaslii 60k nomemalor B
KOHBEPT M3 TAaMHHHPOBAHHO#H (OBrH. | KOHBEPT U3 JIAMMHUPOBAHHOH (ONBIH.
Ilo 4 KOHBEPTA C HHCTPYKLIHEH MmO Ilo 4 koHBepTa C HHCTPYKLHMEI 1O
[MPUMEHEHHIO B NMayKe U3 KapToHa. NPUMEHEHHIKO B MNAYKE H3 KAPTOHA.

MapkHpoBKa Ha smuxemxe amnynul ykasvieaom: Ha smuxemxe amnynst ykazanwi:

TOprosoe HaHMEHOBaHHE Mpenapara,

KOHUEHTPaLHIO, 06beM.

KOHLEHTpauHs, o6beM.




Crpanuua 2 us 3

CEPTHDHUKAT AHAJIM3A

IMyasmubyn
Byaeconnna 0,5 mr/ma
Cycnens3us 0aa uH2anAyuii 003uposanHan

«DKEHETHK C.n.A.»
[Tpou3BoaCcTBEHHBIN y4acTOK
Duwano (CanepHo)

IMapTua Ne 065422

Anaani Ne 2338/2022

Hata nponssoacrea: 15/04/2022

JlaTta HcTedeHHS CpOKa
roanocru: 04/2024

CrpaHuua 2 us 3

Ha GokoBoit cTopoHe ammynsl
METOIOM neYyaTH HaHECEH HOMEp
CEPHH H CPOK FOIHOCTH,

Ha amnyne Metonom BeiaaBnrBanHus
HaHeceHa pucka H ¢pasa,
MOKa3bIBAKOLLAS TIONIOBHHY
coaepxumoro ammynsl (1 mn) - «Meta
dose» Wi « 1 MJIY; NONONHHTENBHO
MOryT GbITh HaHECEHB! LMDPOBLIE
u/unu GykseHHble 0603HaUEHHS,
CBA3AHHBIE C TEXHOJIOTHEN
NPOH3BOACTRA.

Ha koneepme uz amomunuesoi hoaveu
yKazelgarom:

TOProBOoe HAMMEHOBAHHE Mpenapara,
MEHKYyHapOAHOE HENMaTeHTOBAHHOE
HaHMEHOBaHHE, IeKapCTBEHHYIO
(hopMy, KOHUEHTpPALHIO,
HaUMEHOBaHHE H colepkaHue
IeHCTBYIOILErO BEWECTBA B 1 M H
nepeyeHb BCNOMOraTenbHbIX BELLECTB,
KOIMYecTBO aMmyJ1, o6beM
CONEPKHMOTO OJIHON aMIyibl,
YCOBH# OTIYCKa, YC/IOBHA XpaHEHHUs,
MpeayNpeaHTE IbHbIE HALMNCH:
«XpaHHTb B HENOCTYTHOM A/1d JeTekH
Mecren, «Mcnonblosath TonbKo LS
HHransauuii yepes neOynaiizepn,
«ITepen npHMeHeHHEM HEOBX0NUMO
O3HakoMHuTbeA ¢ MHCTpY KumMeitn,
«JlaTa BCKpbITHA KOHBEPTA:»; HOMEp
PErucTpalHOHHOTO Y0CTOBEPEHHUSA,
HaHMCHOBaHue NpeEANPUATHA-
M3rOTOBUTENS U €ro aapec
(«ITpou3BeneHo:»); HAHMEHOBAHHE
HWPHAHYECKOro JHLAa, Ha UMA KOTOpOro
BblOaHO PV, ero siorotun u agpec;
HOMED CEPHH, FOJEH 0.

Ha xapmonnoi nauxe yxazvisarom:
TOProBOoe HAWMEHOBAHHE Npenapara,
MEXy HAPOHOE HeNaTeHTOBAHHOE
HaHMEHOBAHHE, IEKaPCTBEHHYIO
hopMy, KOHLEHTPALHIO,
HaHUMeHOBaHUE H COAEpPNKAHUE
JelCTBYIOLIEro BelecTBa B | M1 U
NeEpeveHb BCIOMOraTel/ibHbIX BELIECTR,
KOJTMYECTBO amnyJi, o0bemM
CONEPHKHMOro OHOH aMnybl,
YCIIOBHA OTIYCKA, YCIOBHA XPaHEHHA,
npeaynpeauTeNbHBIE HAAIUCH:
«XpaHUTb B HELOCTYTHOM s AeTel
mecTen, «Mcnonb3oBats TONBKO ANs
HHrangauni yepes Hebynaisepn,

Ha GokoBoit cTopoHe ammynbl
METOIOM Ie4aTH HAHECEH HOMep
CEPHH H CPOK MOIHOCTH.

Ha amnyne MeTon0M BbINABIHBAHMS
HaHeceHa pHcka W ¢pasa,
MoKa3biBalOLWas NONIOBHHY
COAEPKHMOTO aMIyJibl — « 1 M.
HaHecensl uuposbie n OyKBEHHbLIE
0003HauEHHS, CBA3AHHBIE C
TEXHOJIOTHEH NMPOK3BOACTBRA.

Ha xonsepme u3 ariomunuesoi honweu
YKa3aHbl:

TOProBOe HaUMEHOBaHHe Mpenapara,
MEX /1y HApPOJIHOE HENATEHTOBaHHOE
HaWMEHOBaHHUe, JIeKapCTBEHHAN
(opma, KOHLEHTpaLKA, HAUMEHOBaHHE
M ColepiKaHue AeHCTBYIOLIEro
BellecTsa B | M1 U nepeyeHs
BCMOMOTaTeNbLHBIX BELLECTB,
KOJHYECTBO aMnyl, o0beM
COAEPXKHMMOrO OJHOH aMmyJIbl,
YCJIOBHA OTIYCKa, YC/I0BHA XpaHEHHS,
NpexynpeauTebHbIE HAOMNUCH:
«XpaHHTb B HENOCTYIHOM 1A neTel
mecten, « Mcnons3oBaTh TOMBKO 114
HHTanALKW#H yepes Hebynafizepy,
«[lepen npuMeHeHHeM HeoOGXoaMMO
03HAKOMHThCA ¢ HHCTpyKLIMe iy,
«/laTa BCKPBITHA KOHBEPTA:»; HOMEP
PErMCTPALIHOHHOTO Y 10CTOBEPEHUA,
HaMMEHOBAHHE NPEANPHATHSA-
H3rOTOBHTE]IA H €10 aapec
(«ITpousseneHo:»); HaHMEHOBaHHE
IOPHIHYECKOTO JIHLA, HA HMA KOTOPOTO
BbIIaHO PV, ero norotun u aapec;
HOMEp CepHH, rojieH 0.

Ha kapmonnoi nauke ykazauvi:
TOProBO€ HaHMEHOBaHHe Tpenapara,
MEXIYHapOIHOE HEMAaTEHTOBAHHOE
HaHMEHOBaHHe, IEKAPCTBEHHAS
topMy, KOHUCHTPALHA, HAHMEHOBaHHE
U colepKaHue neHCTBYIOLIEro
BElIeCTBa B | M1 H nepedeHb
BCNOMOraTeJibHbIX BELIECTB,
KO/IMYECTBO aMmyJ, o6bem
COEPKHUMOro OHOM aMmyIsI,
YCJIOBHA OTITYCKA, YCJIOBHA XpaHEHHUA,
NpeaynpeanTe/IbHbIE HALMHCH:
«XpaHHTb B HELOCTYTHOM A JeTeH
MecTe», « Mcnosib3oBaTe TONLKO ANA
HHransuui yepes HeGynaizep»,




CrpaHuua 3 us 3

CEPTH®UKAT AHAJIM3A

Myasm

ubyn

Byneconun 0,5 mr/ma
Cycnensun Oa UHZANAYUE 003 UPOCAHHAA

«DKEHETHK C.n.A.» ITapTaa Ne 065422 Ananus Ne 2338/2022
[Tpou3BOACTBEHHBIN YYacTOK Jara npousBoacrea: 15/04/2022 JlaTa ncTedenus cpoka
®uwano (CanepHo) roauoct: 04/2024
CrpaHnya3uma 3

«[Tepea npumenerHreM He0OX01MMO
O3HaKOMHTbeA © MHeTpyxumeii»,
«CrepuasHO»; HAMMEHOBAHHE
NPEANPHATHA-M3rOTOBUTENA H €ro
aapec («[TponsseneHo:»);
HAHMEHOBaHHE IOPHIHYECKOro LA,
Ha UMA KoTOporo BbiaaHo PY, ero
JIOFOTHI M afipec; HOMEP CepHH, rOieH
A0, HOMEP PErHCTPALHOHHOrO
YINOCTOBEPEHHA, WITPHX-KOA.
JlononHuTeNbHO MOTYT ObITH
HAHECEHBI CPEACTBA HAEHTH(HKALMH, &
TaKxke MoxeT ObITh HaHeCceHa
Hakneitka, ofecnequBarolLas KOHTPOJIb
NepBOro BCKPbITHA.

«Ilepen npHMeHEHHEM HE0OX0IMMO
03HaKOMHTbCs © MHCTpy Kumei»,
«CTEpHILHOY ; HANMEHOBAHKE
NpeANpHATHA-H3TOTOBHTENS H €r0
anpec («I[TponsseneHo:»);
HaHMEHOBAHHE FOPHIHYECKOO JIMLA,
Ha HM#A KOTOporo BeiaaHo PY, ero
JIOrOTHM U aaApec; HOMEp CepHH, roaeH
10, HOMED PErHCTPaLMOHHOrO
YIAOCTOBEPEHMS!, LUTPHX-KOL.
JlONONHUTEILHO HAHECEHBI CPEACTBA
HIEHTH(UKALKH, HaHECEHa HaKIelKa,
obecrneyHBaroILas KOHTPOb MEepROro
BCKDBITHA.

XpaHeHue

XpaHuTh B 3alUMILEHHOM OT CBETa
MeCTe, TIPH TeMNepaTtype He Bhillle
30°C. OTkpbiTas aMy”na 10/KHa 6bITh
HCMOL30BaHa B TeUeHHe |2 yacos.
[Tocne BCKpBITHA KOHBEpTa,
CoZepXallHeCa B HEM aMITyJibl
JOMKHBI ObITH MCNIONL30BAHEI B
TEYEeHHE 3 MecALeB

XpaHeHHe B 3alLHIIEHHOM OT CBETa
MECTe, MPH TEMMEPATYpPE He BbIlle
30°C. OTkpbiTas aMyna AoskHa ObITh
HCMONIb30BaHa B TedeHHe |2 gacos.
[Tocne BCkphITHA KOHBEpTA,
COEpXaIHECH B HEM aMITyJIbl

L0 HBI ObITh HCMONB30BAHbI B
Te4eHHe 3 Mecsales

Cpok rogsocTu

2 ronga

2 roja

He yKa3aHO* = He yKa3aHo, MeHee JOMyCTHMOTO npenena oGHapykKeHus
**[Nokasarenn «PecycnennnpyemocTsy 1 «Pacnpenenekme wacTuu no pasmepy» 1 Metoanku I'd X111 YKasaHsl B
COOTBETCTBHH C TPEGOBAHMAMM K CTAHAAPTH3ALNH JAHHOH JeKapcTBEHHOM QOpMBI, IPHHATHIME B PO. [Tpouseonutes He
ucnonb3yeT Metonuky I'® XIII. Tlokasatenu MoryT OTCYTCTBOBaTh B CepTU(HKATAX aHANH3A.

[ponykr coorsetctayet TpeGosanuam HJI JIT-005065-240918, Uam. Ne 1, 2, 3, 4 (Poccuiickas Denepauus).

Hmsn Jata INoanuck
Pykosoautens cayx6bi A-p AuTouno ITerpone 16/05/2022 <[Toonuce>
KOHTPOJISl KauecTBa
¥YnoanomoyenHoe juuo no | J-p Aurouno Ju Caneua 20 maii 2022 <[Toonuce>
KavyecTBy




