AO «AKPHXHH» SOP0O01790
ISC « AKRIKHIN®

PABPELIEHHE HA PEAJIM3ALIMIO Ne 3084-2021
(CERTIFICATE OF COMPLIANCE)

HAHMEHOBAHHE NPOJIYKUHH I'l: ITYJIbMHUBY 1 CYCTIEH3KMA JUTA HHIAJIAUMH
FINAL PRODUCT NAME: JO3UPOBAHHMHASL, 0.25 MI/MJT 2 MJT Ne20
MEKIVHAPOIHOE HEHNATEHTOBAHHOE byaeconun

HAIMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHU: 051621

BATCH No:

KOAMPOIYKTA I'II: BDSN-0202-800

FINAL PRODUCT CODE:

YINAKOBKA: 2 Ma - amnyzae (20) - na9KH KAPTOHHBIC

ENVELOPE:

IN'OJAEH 10: 07.2023

EXPIRY DATE:

ObBEM HOJYYEHHOU MPOJAVKIHH 21120 VITAK

(YITAKOBKH):

FINAL QUANTITY (UNITS):

PETHCTPAIIHOHHOE Y1OCTOBEPEHHE: JITI-005065

MARKETING AUTHORIZATION No:

HAMMEHOBAHHE H AIPEC JEPKATEA AQ "AKPUXHMH" RU, 142450, Mockosckas 06a., r. Ctapas
PETHCTPAIHHOHHOI'O YVIOCTOBEPEHHS: Kynasua, vn. Kupora 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAHMEHOBAHHME H AJIPEC IIPOH3BOJAHTE LA Hxenerux C.TLA. [Mranus], Genetic S.P.A.. Contrada Canfora -
(BLIMYCKAIOUWHI KOHTPOIb KAYECTBA): 84084 Fisciano (SA), ltaly

NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

Jdannas cepusi Gbl1a Npou3Beiena, BRIAKYAH YIAKOBKY M KOHTPOJb KA4YeCTBA, HA BLIIEYKAIAHHOH NMpPOM3IBOACTBEHHOI
FUTOUIAIKE B N0JIHOM cooTBeTCTBHH ¢ Tpehoranuamu cGMP uenesoro puinka H perncTpaunoHHoI J0KYMeEHTaLed.

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.

[Tpou3BoacTBO cepHH, YNAKOBKA H AHAINH3LI GLLIN NPOBEPEHELI H NPHIHANLI COOTBETCTBYIHUHMH cGMP.

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

Kauecrso npoaykra coorBercrayer rpedosanusnm JI1-003

The quality of the product conforms to the Specification

HacTrosmiy noaTsepaiato, 4T0 BLIMIEYKAIAHHAS CEPHA PA3PELIeHa K Peaan3atmi
[ hereby certify that the above meptioned batch is released to the market.

J

VYHOoIHOMOUEHHOE JIHILO Ouaunosa E.B.  Tlpuxas Ne 431 or 30.04.2021  Jara: 1 5 CEH 2071

ap Name Order Date
Hara sbinycka: ' 15.09.2021 08:44:18

Hara pacnesartku: 15.09.2021 08:56:45

Pacnevaran: H.®. KOcynonra

Nuet 1 u3z 1




CEPTHO®HKAT AHAJIM3A

My 1ibmubya
Byaeconna 0,25 mr/ma
Cycnensun 018 UH2OTANUI Q03UPOBUHHAR

«JUKEHETHK C.n.A»
[Mpou3BoacTBEHHBIH YHACTOK
Puwano (CanepHo)

[lapTas Ne 051621

Anaqans Ne 3566/2021

Jdata npoussoiacrsa: 31/07/2021

Jdarta ucredeHus CPoOKa
roanoctu: 07/2023

o Crpanvua 1 w3 3
Henbirauue - Crneun@Hraums PesyinLTaTthl
Onucanie benas ogHopoanas CyCneHiua benas 0HOPOIHAA CYCNEHINA

Hoaoxureasnii (BIAKX)
Bpema  BLLICPHKH  OCHOBHOTO  TIMKQ
FABHOIO KOMITOHCHTE Hd KpUMﬂTOFpﬂM\N
HCCa’IC;l_\C\IOI'ﬂ PﬂCTHU]}ﬂ JA0KHO

COOTBCTCTBOBATL BPCMEHM BBUICPAKH [IHKA i

byaeconuna Ha
CTAHAAPTHOIO PacTBOpA.
Toaowureiannsii (Yd)

Y®-crextp necaeayemoro pacrsopa 0.002
%, (BecoBas 1018) B auanazone ot 200 10
350 HM AOXAHD NOKA3LIBATE
MAKCHMAILHLI YpoBeHb a0copSin TOILKO
nipu 246 1M

KPOMATOrpaMME

[TonoxuTEIbHbIH

[ToaoKHATEALHBIA

PecycnennnpyemocTs **

Cycnenins 10n#Ha GbITh rOMOI eHHOM

B TeueHHe 2 MHHYT nocne CooTBeTcTBYET
BCTPAXHUBAHHA OK0.10 1-2 MHHYT ]
pH 40+50 45
PacnpeneneHHe YacTHU No paimepy™** Dv [10] He Gosiee | MM 0.75 MxMm
Dv [30] e Bosiee 5 MM 1.41 MEM
Dv [90] He Oostee 7 MKEM 2.56 MKM
[110oTHOCTD (1.002 + 1,008) r’mn 1.006 r/ma
KoanuecTBeHHOE ONpeaeieHne (95,0 + 105.0) % 101.6 %
Oyaeconnaa (0,475 = 0,525) mr/ammyJia 0.508 mr/amnyaa

PoacTeHHbIE NPHMECH

Ipumecs A < 0,5 %
Mpumecs D <0.5 %

HE yKasaHo®
He ykasano®

TOProBOe HaHMEHOBaHWE Npenapara,
KOHUEHTPALHIo, 00beM.

[pusiecs K < 0.3 % HE vKasaHo®
Mpusiecs L £ 0.5 % 0,16 %
EAdHHYHAS HewaeHTHGPUUMPO BRI Hs
npuseck < 0.5 % 0.08 %
| Beero HenaeHTHRHIMPOBAHHBIX fIpuMecch
| <1.0% 0.13 %
| Beero npumeceit < 1.5 % 0,29 %
OnHOPOAHOCTD 103HPOBAHHNA AVie <15
CooTBeTCTBYET
Ecnu AV o > 15 (IpOBOAST MCNILITAHMA HR
Apyrix 20 amriyaax:
AV30 < 15 1 ner ammynnl Menee (1- 1.2 *
0.01M u Goaee
(1+1.2*0.01M
M3saexaemslit 00beM (2.00 + 2,10) mn 2.04 mn
CTepHibHOCTh CrepuibHo CrepuinHoO
YnakoBka [1o 2 M2 npenapata B amiyiy H3 [To 2 mu nipenapata B amnyy u3
NOJAH3ITHICHA HH3KOIT TIOTHOCTH. HONMITHICHA HU3KOH MAOTHOCTH.
5 amnys cnasibl JAPYr ¢ APYroM B BHAE | 5 aMmITyJl CriasiHbl APYT € APYroM B BHIE
Onoka, Kaxaslil 610K noMewmaroT 8 6n0ka, Kasabli 610K noMeLaoT B
KOHBEPT W3 JAMHHHPOBAHHON QO/IbIH. | KOHBEPT M3 TaMUHUPOBAHHOH donsru,
To 4 KoHBEpTa ¢ HHCTPYKUHEH No 10 4 KOHBEPTA € HHCTPYKUHER MO
MPHMEHEHHIO B NAYKE H3 KapTOHA, MPHMEHEHHIO B Ma4Ke i3 KapToHa.
Mapkuposka Ha amukemre aMnyisl YKA3ol6aiom: Ha amukemre amnyast yKasanel;

'!"OPI‘OBOE HAUMCHOBAHHE npenapaTa.
KOHLIEHTPalUHA, 00beM.




Crpanmlia 2l

n 0

WCepetic,

CEPTH®HKAT AHAJIM3A

IMyasmnbya
byaeconna 0,25 mr/ma
Cycnensua 04 uH20ARUI 003UPOSAHHAA

«JKEHETHK C.n.A» Maprus Ne 051621 Anaaus Ne 3566/2021
TTpon3BOACTBEHHBIH YHACTOK Jara npoussoacrsa: 31/07/2021 JlaTa ucTevMeHHA cpoKa
@uwano (CanepHo) roauoctu: 07/2023
Crpanvuya 2m3 3

couramcm;m

KayecTen

i Cepauca

Ha Gokosoit ctopoue amnyiin
METQ/I0M MeYaTH HAHECEH HOMED
CEPHH H CPOK FOLHOCTH.

Ha avnye METO10M BblABIHBAHMA
HaHeceHa pucka i dpasa.
NOKA3LIBAKOILAA ONOBHHY
coaepruMoro ammyast (1 Ma) - «Meta
dosen.

Ha konsepme uz anomMunuesolt oaseu
YRazoiGgarwm:

TOProBOC HAHMCHOBAHNE Mpenapara,
MEJ1Y HAPOIHOE HEMATEHTOBAHHOE
HaHMEHOBAHHE, NEKAPCTREHHYIO
(opmy, KOHLEHTPALIID,
HAHMEHOBAHME H CONepKaHue
AeHCTBYIOWEro BelecTra B | Ma M
NEPEYEHb BCNOMOTATE/IbHBIN BEULECTR,
KOAHYECTBO aMny.i, o0bem
COAEPKHMOTO OAHOH @MYL,
YCAOBHA OTNYCKA, YCJIOBUA XPaHeHHA,
NPeAYNPEIHTEIbHLIC HAIITHCHS
«XpanuTh B HELOCTVITHOM JUIS JIeTei
mecten, «Menonpiosarts TOALKO 115
HHranauwuii yepes nebynaiizepy,
«lTepea npumenenuem HeoOXoaUMO
03HAKOMHTBLEA ¢ MHCTpYyKLMei,
«]laTa BCKPBITHA KOHBEPTaI»; HOMED
PErHCTPALUHOHHOIO YA0CTOBEPEHNA,
HaMMEHOBaHHE NpeANpHATHS-
HITOTOBHTENR H €ro aapec
(«!lpousBeneHo:»); HanMeHOBAHHE
HOPHIHHECKOTO JIMUA, HA HMS KOTOPOro
BhizaHo PY. ero norotun u anpec:
HOMED CEPHH. FOAEH 10,

Ha kapmonnon nauke yxasmearom:
TOProBoe HAHMEHOBAaKHHE Npenapara,
MEXIYHAPOIHOE HENATEeHTOBAHHOE
HAIMEHOBAHME, JICKAPCTBEHHYIO
dopmy, KOHLEHTPALHIO,
HAHMEHOBAKHE 1 COACPIKAHHE
AelcTByIOUIEro BeWecTsa 8 | M 1
nepeteHb BCMOMOTATENbHLIX BELLECTB,
KOJIHYECTBO aMny.t, ofnem
COMEPKHMOTO OIHON aMIIY Ik,
YCIIOBHA OTMYCKA, YCIOBUA XPaHEHHS,
NpeayNpeaHTEIbHEIC HAAMHCH!
«XpaHuTh B HELOCTYMHOM 113 aeTef
mecten, «HMenonslosath TOABKO 1A
HHranauuii uepes Hebynaiizep»,
«lTepea npumenenem HeoGXoaHMO
03HAKOMHTBLEH ¢ HHeTpyKUMeHy,
«CTEPH.'ILHO»: HaHMCHOBaHHe
NpeANPHATHA-HITOTOBHTES H €ro

Ha DokoBoit cTopone ammybl
METOJOM NEYaTH HAHECEH HoMeEp
CEPHH H CPOK TOLAHOCTH.

Ha aMmuiie METOA0M BbIAAB/THBAHHA
HaHeceHa pucka v (pasa,
NOKa3bIBAKOLAA ONOBHHY
COJEP/KHMOTO aMImyaIsl - 1 M.

Ha koneepme uz wiomunuesoi doiseu
VRA3aHbL

TOProBO¢ HAHMCHOBAHHE Npenapara,
MEXKIYHAPOIHOE HENATEHTOBAHHOE
HaHMEHOBAHIE, JIeKApCTREHHAs

| hopma, KOHUEHTPALHA, HAHMEHOBAHHE
| W conepkaHue 1eHCTBYIOUIETO

BewecTsa B | Ma M nepedens
BCMIOMOTATE/IbHBIX BELIECTB,
KOMYECTBO aMnyl, odbem
COACPAHHMOTrO OIHOH aMny.ibl,
YCAOBHA OTMYCKA, YCIIOBHA XPaHEHHUA,
npeaynpeanTe/bHble HAAMHCH!
«XpaHHTb B HEIOCTYTTHOM [U1R 1eTei
mecTen, «HMenoas3oBaTh TONLKO ANA
HHTATS LKA yepes HeDynaiizep»,
«[Tepen npumeneHuem HeoOX0aUMO
03HAKOMHTLCA ¢ MHCTpYKLMedn,
«JlaTa BCKPLITHR KOHBEPTA:». HOMEP
PErHCTPalIHOHHOTO YAOCTOBEPEHHS,
HaHMEHOBAHHE NPEANpPHATHA-
H3OTOBHTE/A H €r0 azpec
(«[TpoH3BeacHO»); HAMMEHOBAHHE
FOPHIHYECKOTO JHLA, HA HMS KOTOpPOTO
BbIAaHO PY, ero norotun u aapec;
HOMEp CCPHH. TOAEH 0.

Ha xapmom:o[; HAauKe yRdzanbl.
TOProBO¢ HaHMEHOBAHHE npenapara,
MEKIYHAPOIHOE HEMATEHTOBAHHOE
HAHMCHOBAHHKE, TEKAPCTBEHHAR
(hopMy. KOHUCHTPAUNS, HAHMEHOBAHHE
H COaepKanue IeHCTBYIOLEro
BELIECTBA B | M H MepeyeHb
BCIIOMOTATE/IbHLIX BELIECTB,
KOJHYECTBO aMnyn, obbem
CONEPKHUMOTO OHOM aMITy ikl
YCJIOBHA OTNYCKA, YCIOBUA XPAHEHHUS,
NpeaynpeanTeabHbIE HAAMNHCH:
«XpaHHTb B HEJOCTYIHOM JUTR JAeTeH
mecten. «Menonkiorate TOALKO NS
HHranauni vepel nebynaiizepn,
«Ilepen npuMenennem HeoGxoanmo
03HAKOMMUTLCA ¢ MHCTpyKuueii,
<<CTEpHHhHO»Z HAHMCHOBAHHC
MPeANpPHATHSA-HITOTOBHTEIS H €r0




Crpanuua 3 us 3
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CEPTHOHUKAT AHAJIM3A

yasmubya
byeconua 0,25 mr/ma
Cycnensun 0.5 uH20IAQUI QO3 UPOGANIIAR

«/UKEHETHK C.im.A»
[lpousBoacTBeHHBIH y4acToK
@uwano (Canepuo)

ITapTaa Ne 051621

Anaaus Ne 3566/2021

HMara npoussoacrsa: 31/07/2021

Jara ueredeHus cpoka
roarocta: 07/2023

Crpanuua 3 us 3

aapec («llponsseneHo:»);

HaHMEHOBAH e IOPHIHYECKOrO IHUA,
Ha HM# KOTOPOro BblaaHo PY, ero
JIOTOTHI 1 &IpEc: HOMEp CEepHi, roaeH
110, HOMEP PErucTPaLUHOHHOIO
YAOCTOBEPEHHS, WITPHX-KOL.
JonoanutensHo MoryT 6biTh
HAHECEHb] CPEICTBA HACHTHDHKAUMH, A
TAKAKE MOKET ObITh HAHECEHA
Haknelirka, odecneqHBAOLIAT KOHTPOIIb
NEPBOIO BCKPLITHA,

anpec («[TpousseneHon);
HAWMEHOBAHHE IOPHANYECKOTO JInLiA,
Ha HMA KOTOporo BeifaHo PY, ero
JIOTOTHIT W AZIpec: HOMEp CEPHH, rofieH
110, HOMEP PerHCTPALHOHHOIO
YIOCTOBEPEHHUS, IUTPHX-KO.
JononuutenbHO HAaHECEHDI CPeICTBA
HACHTH(MKALMH, HAHECEHa HAKNeHKa,
olecneunsaloLlas KOHTPOIb NEPBOTO
BCKPbITHS.

XpaHeHnue

XpaHuTh B JAULHILEHHOM OT CBETa
MECTE, NPH TEMTIEPATYPE HE BhILlE
30°C. OTkpbiTas aMnyna 101%Ha BbiTh
HCIOL30BaHa B Teuenue 12 yacos.
[Mocne BekpbiTHA KOHBEpTS,
COLEPAAUIMCCH B HEM aMITyJIbl
N0/KHBE ObITh HCNOIb30BAHbI B
Te4eHHe 3 MecALeB

XpaHeHHe B 3aLLHLIIEHHOM OT CBeTa
MECTE, ﬂpi‘i TemnepaType HE BblLIE
30°C. OTkpbiTas aMny.ia 101:KHA ObITh
HCI0/1b30BaHa B TeyeHue [2 yacos.
[locne BekpoiTHA KOHBEPTE,
CONEPIKALLNETS B HEM aMITyibl
JIOJIKHBI ObITh HCIOAB30BAHE! B
TEYEHHE 3 MECALECB

Cpok roaHocTH

2 rona

2 roaa

HE yKa3aHo™ = He yKa3aHo, MeHee A0MyCTHMOrO Npeiena odHapyweHns

**lokazareau «PecycnenanpyemocTs» u «PacnpeseneHie 4acThu no passepy» u metoanku ['d X1 ykasasl 8
COOTBETCTBHH € TPeOOBAHMAMH K CTAHAPTH3ALMI JaHHOI JICKapCTBEHHON HOPMBI, npuHATeIMH B PO. [TpoussoauTens ue
Henonbsyer metoauku IO X111 Nokasaresnu moryT oTcyTCTBOBaTH B cepTHdUKaTax aHanusa.

[TponykT cooTsetcTayer TpeGosanusm HJL JIT1-005065-240918, Uam. Ne 1, 2, 3 (Poceuiickas DOenepauns).

Hmsa Harta Toanuce
PyroBoaurenn ciyxin A-p Autouno MNerpoue <Moonuce>
KOHTPOJIS KAYeCcTBa
¥Ynoanomouenuoe anuo no | J-p Autouno An Cansua <[MToonuce>
KauecTBy
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