AOQ «AKPHXHUH» SOP001790
JSC «AKRIKHIN®

PASPEINIEHHE HA PEAJTH3ALIHIO Ne 3840-2021
(CERTIFICATE OF COMPLIANCE)

HAHMEHOBAHME ITPOAYKUHH I': TTVJIBMHBY 1 CYCIEH3US JUTA UHT AJTALIAHA
FINAL PRODUCT NAME: HJO3HPOBAHHAA, 0.5 MT/MJT 2 MJT Ne20

MEA, TYHAPO,ITHOE HENMATEHTOBAHHOE ByaecoHu

HAHMEHOBAHIIE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 063421

BATCH No:

KO NMPOAYKTA I'll: BDSN-0302-800

FINAL PRODUCT CODE:

YIIAKOBKA: 2 M1 - aMimyel (20) - nayky KAPTOHHLIE

ENVELOPE:

T'OJEH 10: 10.2023

EXPIRY DATE:

OBBEM IMOJYYEHHOH NPOAYKIUH 21231 YTIAK

(YIMAKOBKH):

FINAL QUANTITY (UNITS):

PETHCTPALIHOHHOE Y1OCTOBEPEHHE: JITT-005065

MARKETING AUTHORIZATION No:

HAMMEHOBAHHE U AAPEC JIEPKATEA AO "AKPUXHH" RU, 142450, Mockogckas o6n., r. Ctapas
PETHCTPAUHOHHOTIO YJIOCTOBEPEHHS: Kynasna. yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHHE H AJIPEC I1POH3BOJIMTEJIA Hxenernk C.IT A, [Mtanusa]. Genetic S.P.A., Contrada Canfora -
(BBIMYCKAIOIHIT KOHTPO.Ib KAYECTBA): 84084 Fisciano (SA), Italy

NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

Alannan cepus ObLIA NpoM3BeleHa, BKIOYAS YIAKOBKY H KOHTPOAb KA4eCTBA, HR BbIUIEYKA3AHHOH NPOH3IBOACTBEHHOI
TT0MAAKe B MOJHOM COOTBeTCTBHH ¢ TPpeboBanuaMn ¢cGMP ueneBoro peinka H pericTpauHoORHON JOKYMeHTauRei.

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.

I1pon3B0ACTBO cepHH, YNaKOBKA H AHATHIBI OBLTH MPOBEPEHBI H NIPH3HAHBI COOTBETCTBYHIIIMMH ¢cGMP,

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

Kauecreo npoaykra coorBercreyer TpeGoBanuam JI1-005065-240918. H3an. Nel No2 No3. Nod

The quality of the product conforms to the Specification

HacTosmnm noaTeepaiar, 4To BLILIEYKAIAHHAS CePHS Pa3peliena K peaiH3alun

I hereby certify that the abov;,?}egtioned barch is released to the market. 1 g HOA 2021
YnoHomouennoe auLo __ <7 /- Pymaunuesa O.1.  llpukaz Ne 431 o7 30.04.2021 Jdara:

Qp Y Name Order Date
AOBEPEHHOCTb OT NOCTABLMKA: Mpukas Nz 431 o1 30.04.2021

POWER OF ATTORNEY:

Jlara BeInycka: 19.11.2021 16:05:33
JlaTa pacnevarku: 22.11.2021 10:02:16
Pacnievaran: H.®. KOcynosa

Nuct 1 uz 1
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CEPTHOHKAT AHAJIM3A

Iy abmudya

byaeconun 0,5 mr/ma
Cycnensusn 0an unzaiaqui 003uposannan 3

« DKEHETHK C.n.A.»
[Tpou3BoacTBEHHBIH YHacTOK
Duwwano (CanepHo)

IMaprusa Ne 063421

Anasns Ne 4332/2021

Jara npoussoacrsa: 08/10/2021

I'onen xo: 10/2023

Crpanmnua 1us 3

Henbitanue

Cneundmrauus

PesyabTarsl

OnucaHue

benas 0iHOpoaHas CyCneH3ns

benas onHoponkas cvenenius

Monoxutensusiit (BINX)
Bpems BbIAepAKH OCHOBHOIO NuKa
[TABHOTO KOMIOHEHTA Ha
XpOMAaTOrpaMMe HCCIeIveMoro
pacmopa HOJIAKHO COOTBETCTBORATL
BPEMEHH BbIICPKKH NUKa Byieconiia
Ha XpOMaTorpaMMe CTaHIapTHOTO
pacTeopa.

HMoaowurenbupiit (Y®)
Y(D-CriekTp HCCR1YCMOTO pacTBopa
0,002 % (Becosas 1015) B AHaNa3oHe
oT 200 ;10 350 HM 20/KHA NOKA3LIBATE
MAKCHMAbHbIH YpOBeHb abcoptumu
TOJILKO 1IpH 246 HM

[ToaoxurensHblii

ITonoKHTENbHBI

Pecycnenaupyemocts *

CycneHsua 10/KHa ObITh FOMOTEHHOI

B Teuenne 2 MUHYT Noc/e CootsetcTByeT
BCTPAXUBAHHA OKOMO [-2 MUHYT
pH 4,0=5.0 4.5
Pacnpenenenue wactuu no pasmepy* Dv [10] He Bonee 1 MM 0,89 MrM |
Dv [50] ne Bonee 5 mxu 1,51 MkmM ;
Dv [90] He Bonee 7 mxm 2,45 MKM
[lroTHOCTE (1.002 + 1,008) r/mn 1,005 r/'ma
KonuuecTsenHoe onpenenenue (95,0 + 105,0) % 100,8 %
Oyneconuna (0,950 = 1,050) mr/amnyna 1.008 mr/amnyia
Poucrseunnsie npumecn Hpuseen A < 0.5 % H.Y.
Ipusees D < 0.5 % HYy
Ipusecs K < 0.5 % H.Y.
Hpnvees L < 0.5 % 0,18 %
LAWY Has HeHACHTHHUHPOBAHHAR
i npumeck < 0.5 % 0.07 %
Beero nenaentudunposannpx npusecedi
<1.0% 0,13%
Beero npumecein < 1.5 % 0.31 %
OAHOPOAHOCT A03HPOBAHHSA AVip =13
Coorsercrayer
Ecan AVio > 15 nposoasT uensitanss na

apyrux 20 amnyaax;
AVie < 13 u et amnyisl mMenee (1 - 1.2 *
(0.01)M u Gonee

(1 +L2*0.01)M
H3snekaembiii 00bem (2,00 ~ 2,10) Mn 2,05 ma
CTepuabHoCThL CrepuibsHo CrepunsHo
VYnakoska Mo 2'ma npenapara B amnyay 3 [To 2 mu1 npenapara B amnyny w3
NOJIHITHIEHA HU3KOH MAOTHOCTH. NOJAHITHACHA HH3KOM TUIOTHOCTH,
5 amnyn cnaskel IPYT € APYrOM B BHAE | 5 AMIIYJI CRAsHbl APYT C APYroM B BHIE
Onoka. Kamniii 6210k nomewaoT B Onoka. Kaxasiit 610k noMewmaroT B
KOHBEPT W3 NAMHHHPOBAHHOH GOLIH. | KOHBEPT M3 TAMHHUPOBAHHON POTBIH.
ITo 4 konBepTa ¢ uHCTPYKUHETT no [To 4 kouBepTa ¢ HHCTPYKuUHEH 1O
B NPHMEHEHHIO B NauKe M3 KapToHa. NPHMEHEHMIO B MAYKe M3 KapToHa.
MapkHpoBKa Ha smuxemxe avunyis yrazmeaom: Ha smuxemie avnyae yeasano:

TOProBoe HanMeHOBaHHe Npenapara,
KOHUEHTpauUHio, o0beM,

TOpProBo¢ HaHMEHOBaHHE Npenapara,
KOHUEHTpauua, 00bem.
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CEPTHOHKAT AHAJIM3A

Myasmubyn
Byneconnn 0,5 mr/ma
Cycnensus 018 UH2AIARUE 003UPOSAIIHAR

«DKEHETHK C.n.A.»
lIpox3BoACTBEHHBIA YYACTOK
Guwano (CanepHo)

IMaprua Ne 063421

Anaani Ne 4332/2021

Jarta upoussoacrsa: 08/10/2021

Tonen no: 10/2023

CtpaHuua 2u3 3

Ha GokoBoii CTOPOHE aMIyJisi
METONIOM NeYaTH HaHEeCeH HOMED
CEPHH H CPOK IOTHOCTH.

Ha avnyie MeTONOM BbIIaBIHBAHHS
HaHeceHa pucka u ¢paza,
NOKa3bIBAIOIIAA MOJOBHHY
coaepxumMoro amnyisi (1 mi) - «Meta
dosen uan «| M. J0TOAHHTEILHO
MOIYT ObITb HAHECEHBI UH(PPOBbLIE
#/uiwn GyKBeHHBIE 0003HAYUEHHA,
CBA3AHHBIE C TEXHONOTHEH
[POH3BOACTBA.

Ha konsepme us anosmunuesoit horseu
VKA3BGaom:

TOProBO¢ HAMMEHOBAHHE [penapara,
MCKIAYHAPOIHOE HENATEHTOBAHHOE
HAUMEHOBaHHE, TEKAPCTBEHHYIO
hopMy, KOHLIEHTPALIHIO,
HaHMEHOBaHHe U COAepAaHie
NeACTBYIOWIETO BewecTsa B | Ma u
repedeHh BCNOMOTATENBHLIX BELECTE,
KOJHYCCTBO aM Iy 1. 00beEM
COJACPAHMOIO OJIHOH aMny/ibl,
VCI10BHA OTITYCKA, VCTOBHA XPaHEHHA,
IpeayNpeanTEeIbHbIE HALMNHCH:
«XPpaHHTb B HELOCTYMHOM 18 deTedt
Mecten, «Mcnonb3osaTte TOJILKO 174
HHTaJs i vyepes HeOynaiizepy,
«lTepen npuMeHEHHEM HEOOXOIHMO
03HAKOMUTBCH ¢ MHCTpYKunei,
«JlaTa BCKpBITHR KOHBEPTA:», HOMED
PErHCTPaLHOHHOTO VAOCTOBEPEHHA,
HAHMEHOBAHWE MPEANPHATHA-
M3IrOTOBUTENA W €ro anpec
(«TlponsBeaeHom ). HaUMeHOBaHHE
}Opi{;ﬂt'l@.CKOl"O JHUA, Ha UMA KGTOPOTO
BbiaHo PY, ero sorotun i anpec,
HOMEp CEpHH, TOAEH 10.

Ha kapmonnroi hauxke yxazsieaom:
TOProBoe HaWMEHOBaHHE mpenapara,
MEX 1y HAPOIHOE HEMAaTEHTOBAHHOE
HAWMEeHOBAHMHE, IEKAPCTBEHHYIO
thopMy, KOHUCHTPALHIO,
HAWMEHOBAHHE H COOEpKAHHE
NefiCTBYIOWETO BewecTBa B | MA H
1iepedeHb BCIOMOTATe 1 bHbLIX BEWECTB,
KOJHYECTBO amnyl, odbeM
COACPKHMOTO OLHOH aMIyibl,
YCJIOBHSA OTMYCKA, YCIOBHA XPAHEHHUA,
npeaynpeanTeIbHbie HAIMTHUCH!
«XpaHHTh B HEIOCTYTTHOM 174 AeTei
mecten, «Mcnonp3osaTe TOALKO 414
uHransunii vepel nedyaaiizepn,

Ha 6okoBO# cTopose amnyibl
METOJ0M NEYaTH HAHECEH HOMEP
CEpPHH H CPOK IOAHOCTH.

Ha avnyie METOI0M BblNABIHBAHUA
HaHeceHa pycKa 1 dpasa,
HOKa3bIBAKOLIAN MOJOBHHY
CONEPHHUMOro aMnyabl — «1 ma»

Ha konsepme w3 anoMunuesot gotvcu
VKA3AHbL:

TOProBOe HAHMEHOBAHME Tpenapara,
MEW/YHAPOHOE HENATEHTOBAHHOE
HaUMeHOBaHHe, JIeKapCTBEHHAS
(opma, KOHUEHTPALIUA, HAUMEHOBAHHE
H conepkanne 1eHCTBYIOLIEro
BellecTBa B | M1 1 NEpPeYeHsb
BCNIOMOTATENIbHLIX BCILUCCTB,
KOJIMHMECTBO aMi1yJl, 00beM
COAEPKHUMOTO OIHON aMynbl,
YCAOBHA OTNYCKA, YCIOBHA XPaHEHHS,
npenynpc:un'e:lbﬂue HaanmMcH:
«XpaHuTh B HEAOCTYNHOM 1n8 AeTeil
MecTen, « Menone3osar TONBKO ANA
HHransumii uepes nebynaizepn.
«llepen npumeHeHneM HEOOX0IHMO
O3HAKOMHTHCH ¢ MHCTPYKUHET»,
«JlaTa BCKPBLITHA KOHBEPTAL), HOMEP
PErHcTPalMOHHOIO YAOCTOBEPEHHA,
HAHMEHOBAHHE NPEANPUATHA-
H3FOTOBHTEJIA H €ro aJpec
(«TTpou3sBeseHo:»); HAHMEHOBAHUE
FOPHIHYECKOrO THLA, HAa MMS KOTOPOTO
BhiAaHo PY. ero 0roTHn u anpec;
HOMEp CEpPHH, FOJIEH 0.

Ha xapmonnoit nauxe yxaszansl:
TOProBOe HaNMEHOBAHHE NIpenapara,
MEX/1Y HAPOIHOE HEMATEHTOBAHHOE
HAHMEHOBAHHE, IEKAPCTBEHHANA
thopMy, KOHUEHTPALIHA, HAHMEHOBAHHE
H conepkanHe NeHCTBYIOWEro
BellecTsa B | Ma M nepeueHs
BCMOMOTATEbHBIX BEILIECTB,
KOJIHUYECTBO ammyJ1, o0bem
COAEPAHMOTO OLHOH ammyibi,
VCIOBUA OTIYCKA, YCJIOBHS XPAHEHHS,
MPetynpeauTe N bHBIC HALITHCH:
«XpaHHThL B HCJOCTYIIHOM 1A JeTei
mecTen, «Menonp3oBaTh TOALKO 14
HHraMUnii yepes nebynaiisepy,
«[lepen npumeHeHHEM HEOOXOAHMO
03HAKOMUTBCA ¢ MBCTpyKumedn,
«CTepHIBHO» . HAHMEHOBAHHE
NPEANPHATHA-H3TOTOBHTEIIA H €70
aapec («[Tpouiseneno:»);
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CEPTHOHKAT AHAJIH3A

Myasmudya
byaecouna 0,5 mr/ma
Cycnensun 018 UHSAARWUT Q03UPOCAHHAR

(cﬂH{hHETHK C.nAx»
~ TlpownssoacTBeHHbIi yHacToK
| Muwano (CanepHo)

TMaprua Ne 063421

Anaans Ne 4332/2021

Jarta npoussoacrsa: 08/10/2021

Tonen po: 10/2023

I
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«llepea npuMeHEHHEM HE0OXOIIMO
03HAKOMUTBLCA ¢ MHCTpYKILHE i,
«CTepiiiLHO», HAUMEHOBAHHKE
NPeANpHATHA-H3TOTOBHTE/IS H €ro

HaHMEHOBAHHE IOPHAHYECKOTO JIHLA,
Ha UMs KOTOpOro BelaaHo PY, ero
JIOTOTHIT i A1IPEC; HOMED CEPHH, TOIeH

MeCTe, NP TEMACPATYPE HE BbllUE
30°C. OTkpblitas amny.1a 100&Ha ObITh
HCIOJIL30BaKa B TedeHue 12 yacos.
TMocne BCKPbITHA KOHBEPTA,
COACPAALLIMECH B HEM AMITY.IhbI

IO HB! ObITH HCMO/Ib30BAHbI B
TEYEeHHE 3 MecHies

MecCTe, P TeMMepaType He Bhillle
30°C. OTkpsiTas amnyia 10/KHa ObiTh
HCTIONbL30BaHA B TeueHue |2 vacos.
[Tocne BCKPHITHA KOHBEPTA,
CONEPKAILHECH B HEM aMITyJlbl

N0 Hbl ObITh HCNIOABL30BaHLI B
TeUEHHE 3 MECALEB

e 10, HOMEP PETHCTPAUHOHHOTO
7 anpec («[lpousseaenomn); YIOCTOBEPEHHSA, LITPHX-KO.
* [ty HaHMEHOBAHHE OPHANYECKOTO JHLA, J{ONONHHUTEILHO HAHECEHB! CPECTRA
| " Ha HMS KOTOpOro Beiaano PY. ero uaeHTHbHKALMY, HAHECEHa HakneiiKa,
: NIOFOTHI H @PEC; HOMEP CepHM, roJeH | o0ecneuHBalOLIas KOHTPOL NepBOro |
710, HOMEP PErUCTPaLMOHHOrO BCKPbITHA. f
YIOCTOBEPEHHSA, ITPHX-KOL. i
JlONoAHUTEIBHO MOTYT ObITh
HAHECEHb! CPeICTBA HASHTHRHKALME, &
il TAKAE MOWET ObITh HAHECEHA
Hakjeika, o0ecneuHBaOILAR KOHTPOAL |
MEPBOro BCKPBITHA.
Xpatenue XpaunTh B 3aUlMILEHHOM OT CBETa XpaHEHHE B 3aLIALLIEHHOM OT CBETA

Cpok roanocti

2 roxa

2 rona

H.y. = HE YKa3aHo, MeHee 10NYCTUMOro Npeaeia 00HapyKeHHs
*TMokazatenn «Pecycnenampyemocts» W «Pacnpeieienie 4acTHil no pasmepy» u metoanku 'O X1 yka3aHsl B
COOTBETCTBHH C TPeBOBAHMAMK K CTAHAAPTH3ALMM 1aHHON JeKapcTBeHHOI GopMbl, NpuHATEIMK B PD. [pou3soauTens He
ucnoxbiyer Metoankn N X111 MMokasateau MOTYT OTCYTCTBOBATH B CepTH(UKATAX aHanH3a,

Ipoaykr coorsercTayer Tpebosanusm HJL JITT-005065-240918, H3m. Ne 1, 2, 3, 4 (Poccuiickas ®eaepauns).

Hmsa Jdara TMoanucw i

PykoBoauTeib cay#xlb J-p Autonuo [lerpone <[loonuce> 1
KOHTPOIRA KAYeCcTBa i
Ynoauomouennoe Anuo no | A-p Auronno Au Cansua | <[Toonuce> §
Ka4ecTBY | : J




