AO «cAKPHXHH»
ISC «AKRIKHIN®

SOPO01790

PAZPEINEHHE HA PEAJIM3AILUIO Ne 1550-2021
(CERTIFICATE OF COMPLIANCE)

HANMEHOBAHUE PO LYK T'TI:
FINAL PRODUCT NAME:

AKPHJIEPM® MA3b U1 HAPYKHOTO NPUMEHEHWA 0.05 %0
TYBA 30T

BATCH No:

MEAIVHAPOIHOE HEHATEHTOBAHHOE berameTazoH
HAHMEHOBAHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 26350421

KOJAMPOJIAYKTA I'TE:
FINAL PRODUCT CODE:

BTDP-0400-000

I'OJAEH 10:
EXPIRY DATE:

01.04.2025

OBBEM HOIYVUEHHON HPOJIYKIH
(YITAKOBKH):

FINAL QUANTITY (UNITS):

14.889 ThiC YHAK

PEIHCTPAIIHOHHOE YIOCTOBEPEHHE:
MARKETING AUTHORIZATION No:

JC-002317

HAHMEHOBAHHWE U AIPEC JAEPKATEJIA
PETHCTPALLHOHHOT'O YIOCTOBEPEHHA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AO "AKPHXHH" RU, 142450, Mockosekas oba., 1. Crapas
Kynasna, ya. Kuposa 29

HAMMEHOBAHUWE W AAPEC HPOU3IBOJIUTE.TH
{Bblﬂ'&'(fk.»\}()i[llip‘i KOHTPO.Tb KAUYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

AQ "AKPHXHUH" [Poccus] Mockoeekaa 06:1., Horunckiit p-H,
r.Crapas Kynasua, vi.Kuposa, 1.29

HHOOPMAILLIA OB UCHOJIB3YEMBIX A®C/HH-BEAJK MPOAYKIHNH
AP IN-BULK PRODUCTION USED IN PRODUCTION/:

ROLADC/HIT-BACTR
HPOY KITHH:
APL IN-BULK CODE:

HANMEHOBAHHE A®C/HT-
bACIK HPO LY KLU
AP IN-BULK NAME:

HPOUIBO, IHTE Db AW/
HH-BEAIR HPO DY KTIHH:
APEIN-BULK MANUFACTURER:

CTPAHA ITPOINBOJIMTEJA
AOC/ HH-BAJTK PO, TYKIHH:
AP IN-BULK MANUFACTURER
COUNTRY:

SBTC-57121-280

BETAMETA3OHA

JIMTIPOTTHOIIAT

Symbiotica Speciality Ingridients
Sdn. Bhd

Malysia

I
J

Jlaunas cepusi 0bLAA MPOHIBCICHA, BRJIOUAS YIAKOBKY H KOHTPOIhL KAUECTBA, HA BHINICYKATAHHON TIPOHIBOACTBEHHON

NAOHIAIKE B HOTHOM COOTBeTCTBHI ¢ Tpebosanusivit ¢GVIP HeTeBOro PLIHKA W PeruCTPALHOHHON 10KYMeRTAnmNeil.

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.

[pousBoACTBO CePHH, YNAKOBKA H AHATHILI GLUTH IPOBEPCHbI H MPIBHAHL! COOTBETCTBYIOWIHME cGMP.
The batch processing. packaging and analysis records have been reviewed and found to be in compliance with cGMP.
KauectBo NPOAYKTA conTReTcrByer Tpedopannam JC-002317-110912. Mam. No 1,2.3.4.5.6.7.8

The quality of the product conforms to the Specification

HacTostumim noATBep/ARIAI0, 4TO BB EYRAIAHHAT CepHsl PA3PCIICHA K PeaHialii
| hereby certify that the above mentioned batch is released to the market.

YHOAHOMOYCHHOEC JIHLLO

ap

I'pavena E.M.
Name

18.05.2021 16:56:47
18.05.2021 16:59:06
JLB. bapanoga

Hara Bhinycka:
Jlara pacnevarkn:
Pacnevaran:

[puras Ne 99 or 07.03.2018
Order

Jlara:

Nuer 1 u3a 1




&Y aKPUXUH

Picai sabotaTon o Moass

LEHTP KOHTPO/A KAYECTBA

AO «AKPUXWH»

[ata soinycka: 2021-05-11
[laTa pacneyarku: 2021-05-11
CrpaHuua: 1/5

Ceprudurar ananusa Al Ne: 510 15110

MpoaykT: AKPUAEPM® MA3b ANA HAPYXXHOIO NPUMEHEHWSA 0.05 % TYBA 307
UHaeKc: BTDF-0400-000 Cpok rogHocTH: 2025-04-01

Ne cepuu: 2650421

Ofbem cepyin: 14,889 TbIC YMAK [flata npoussopctea:  2021-04-26

[ara aHanusa: 2021-04-27

Pe3ynbTaTbl MCNbITaHWH

HaumMeHOBaHWe noxasatens

Tpebosanna H OpMaTHBHOR AOKYMeEHTaLUK

PesynbTaThl UCNLITAHWA

Onwvcasune

Monynpo3payxas Masb OT Benoro go 6enoro
€ WenToBaThiM OTTEHKOM UBeTa

MonynpospadyHas Masb
fenoro ugerta

MoanuxHHocTe 1

BeTamMeTasoHa AvnponuoHat. CnekTpel
NOrNOLLEHWA PacTBOPOB Npenaparta v co
BeTaMeTasoHa gunponuorarta s obnacty oT
350 HM B0 500 HM AONKHBI MMETE MaKCUMYM
MPW OAHOWN U1 TOV Xe ANVHE BOMHb {pazpen
“Konu4ecTBEHHoe onpeaenexue")

CnekTpbl NornoweHus
pacTsopos npenaparta v
CO GeTameTasoHa
aunponuoHaTa 8 obnactu
oT 350 M go 500 KM
WUMEIDT MaKCUMYM Mpw
CAHOM 1 TOW Xe AnvHe
BOMHbI

MNoanuHHoCTb 2

Mponunnaparuapokcnbensoar. Ha
xpomartorpamme B npenaparta QoMmKHO
HaBAIAaTLCA NATHO Ha YPOBHE NATEH Ha
xpomaTorpammax CO
nponunnaparuapokcubensoata

Ha xpomaTorpamme B
npenapaTa HabnioaaeTca
ASTHO Ha YPOBHE NATEH Ha
xpomarorpammax CO
nponunnaparmapokcubeHs
oaTta

Macca cogepxumoro He menee 90 % oT ykasaHHoro Ha aTukeTke | 100 %
ynakoskw [%]

CpeaHas Macca He menee 301 30r
cofepXumorc Tybbs

Pasmep yacTuy He Gonee 60 MKM 13 MKM
Nponunnaparuapokcnbens | Coaepxarne 0.05 %

oar

nponnnnaparwnponcmﬁewsaa'ra B NpenapaTte
ot 0,04 no 0.06 %




LY AKPUXUH

UEHTP KOHTPO/1A KAYECTBA

AO «ARPUXWUH»

Tba seEaraen o Niagns

Aarta ebinycka: 2021-05-11
Hata pacneyarku: 2021-05-11
CTpanuua: 2/5

Ceptudukar ananusa Al Ne: 510 15110

NpoaykT:
Mraekc:

Ne cepuu: 2650421

Cpox ropHOCTU:

AKPUAEPM® MA3bL ONA HAPYXHOTO NPUMEHEHWSA 0.05 % TYBA 30 T

BTDP-0400-000 2025-04-01

Pe3yabTaTbl UCNbITEHWUNA

HaumeHoBaHue NoRazaTens

TpebosaHus HOPMATUBHON AOKYMEHTALMK

PesynbTaThl HCAbITAHKHA

Obulee wncno a3pobHblx He Gonee 1072 KOEB 11 CooTsertcreyeT
MUKDOOPraHU3MOB [r) TpeBoBaHusaM
Obuwee yncno gpoxokessblx | He 6onee 100 KOE 8 11 CooTBeTCTBYET
v nrecHesbix rpubos [r] TpeboBaHnAM
Pseudomonas aeruginosa | OtcyTctaue B 11 CooTseTcrByeT
Blr TpeboBaHuAM
Staphylococcus aureus 8 1 | OtcyTcTaue s 11 CooTtBeTcTsyeT
r TpeboBaHuAM
KonunvecteenHoe Copepxanne Getamerazona gunpormonara | 0.00050 r
onpepenexue 8 nepecyvere Ha HeTameTasoH B 11

npenapata - o1 0,00045 r no 0,00055 r
Ynaxoska Mo 15 runu 30 r 8 TYSY antoMuHUEBYIO, Mo 30r 8 Tybe

Kawayto TyBy BMECTE ¢ MHCTRYKUWENR No
NpuUMeHeHNKo NOMEeLLaoT B NaYKy 13
KapToHa

anioMuHneBoil, Kaxnan
TyBa BMecTe ¢
UHCTPYKUWERA No
NpUMEHEHWIO NoMeLLIeHa B
naqu W3 KapToHa




&Y akpuxXuH

fuas 2efatATen o Ml

Aara epinycka: 2027-05-11
[larta pacnevatku: 2021-05-11
CTpanuua:c 315

LIEHTP KOHTPO/IA KAYECTBA
AQ «AKPUXWH»

Ceptudurar ananusa Al N2: 510 15110

MNpoayrt:
MHAeKE: BTDP-0400-000 Cpok rogHOCTH:
Ne cepuu: 2650421

AKPVAEPM® MA3b NS HAPYXHOIO NPUMEHEHWA 0.05 % TYBA 30T
2025-04-01

PeaynbTaTth! MCNLITAHWA

HauMeHoBaHue NoKasaTena TpebosaHua HOPMATUBHOW AOKYMEHTALMM

PesynuTaThl UCNBITAHUIA

MepsusHan ynaxkoska (tyba). Ha Tybe
YKa3blBaOT NPeANPUATUE-TIPOU3BOAUTEND,
ero agpec, TenedoH u daxc, Toprosce
HauMeHoBaHue npenapavac
npeaynpeanTensHoi MapkupoBkon ®,
MeXAYHapOAHOE HeNaTeHTOBaHHOe
HauMEHOBaHWe, NeKapcTeeHHyo hopmy,
KOHLEHTpaUMIo, Ha3saHue NeicTBYIOLLerc
BElleCcTBa W erc Co/lepKaHue 8 1 rpamme
npenapaTta B MunnurpaMmax, Maccy
npenapara B rpaMmMax, YCnoBua XpaHeHus,
YCAOBWA OTNyCKa, "XpahnuTe B HRAOCTYNHOM
ana geren mecrte”, HoMep cepun, Cpok
roAHOCTH 1 "flpoTUBOANNEPrUYecKoe,
npoTUBOBOCNanuTanbHoe aeictene”

Mapkuposka 1

MepBryHan ynakoska
(TyBa). Ha Tybe ykasaHsl
npeanpuATUE-NPoOU3BOANT
enb, ero agpec, TenedoH
u chakc, Topropoe
HauMeHoBaHwe npenapara
¢ npegynpeauTensHoin
MapKuposxon ®,
MeXAyHapogHoe
HenaTeHTosaHHoe
HaumMeHoBaHue,
nexkapcTeeHHas dopma,
KOHUEHTpauwWs, HassaHue
[encTBYIOLEro BeLacTea
v ero cogepxavue g 1
rpamme npenaparta B
MUNNUrpaMmax, Macca
npenapara B rpaMMax,
YCNOBUR XPaHEHUR,
YCNOBUA OTIYCKA,
“XpaHuTe B HEAOCTYTHOM
ansa geten mecTe”, HoMep
cepwu, CPoK NOAHOCTM ¢
"TipoTBOANNEprudecKkoe,
I'EpOTMBOBOCFlaJ"lMTeI'IbHOG
pedcrane”




&Y aKPUXUH

Moy 2edamnen o Mg ﬂ,aTa BbiNyCcKa: 2021 ‘05"1 1
[ara pacneyaTku: 2021-05-11
LEHTP KOHTPOA KAYECTBA CrpaHuua: 4/5

AO «AKPUXWH»
Ceprudukar ananuza Al Ne: 510 15110

Mpoaykr: AKPUAEPM® MA3b [NA HAPYXXHOIO NPUMEHEHWA 0.05 % TYBA 30T
WMngexc: BTDP-0400-000 CpOK TOAHOCTH: 2025-04-01
Ne cepuu: 2650421

PeaynbTaTbl UCMbITaHWA

HaumeHoBaHMe NoKasaTens

TpebosaHua HOPMETHBHOR AOKYMEHTALMM

Pe3ynbTaTsl MCNbITEHWH

MapkupoBka 2

BropuuHas ynakoBka {(KapToHHan naqxa). Ha
nauvke ykasoisawT
npeanpuaTue-NpoussoaAnTeNb, ero agpec,
TenetoH 1 chake, TOproeoe HanMeHoBaHWa
npenapara c npeaynpeauTesnoHon
Mapkuposkon ®, MexayHapoaHoe
HenareHToBaHHOE HauMeHoBaHKe,
NEeXAPCTBRHHYIO (HOPMY, KOHUEHTPaLWio,
HasBaHWe ASNCTBYIOLWEro BewecTsa v ero
cofepxanue B 1 rpamme npenaparta 8
MUnNurpammas, nepeqeHs
BCMOMOraTenbHoIX BELWECTs, maccy
fipenapara B rpammax, YCNoBua XpaHeHus,
YCROBUA OTNYcKa, "XpaHWTe B HEAOCTYNHOM
AnA feten MecTe", permcTpayuoHHbIA
HOMEp, HOMEP Cepuld, CPOK FOAHOCTH,
"Mepen NpUMEHEHWEM O3HAKOMUTBCSH C
UHCTpykyueR”, "MpoTuecannepruyeckoe,
NpPoTWBOBOCNaNuTebHOE aAenrcTane” 1
WTPUXeB0R Kog. JononHuTensHo MOryT
EbiTh HaHeCeHb! cpeacTBa naeHTudKalum

Bropuuxan ynakoeka
(kapToHHan nayka). Ha
nadke ykasaHsi
npeanpuATUe-NPOU3BOLKT
enb, ero aapec, TenedoH
W chakc, Toprogoe
HauMeHoBaHWe npenapara
€ npenynpeauTenbHON
Mapkupoekon @,
MexgyHapoaHoe
HenareHToBaHHOe
HalMeHoBaHue,
nekapcTBeHHan ropma,
KOHLEHTpauuA, HassaHue
AedcCTBYICLIEro BelecTsa
W ero coflepxanie 8 1
rpaMMme npenapata B
MUnNnurpamMMax, nepevers
BCNoMoraTenbHbiX
BellecTs, Macca
npenapara B rpamMmMax,
YCNOBUA XpPaHeHKA,
YCNOBUA OTNYCKA,
"XpaHuTb B HEAOCTYNHOM
ANA peTtel mecre”,
perucTpaLnoHHbii Homep,
HOMEp Cepun, CPOK
rogrocTy, "Mepen
npumMeHeHnem
O3HAKOMUTBLCA €
MHCTPYKUMeR",
"MpoTuBoaniiepruyeckoe,
MPOTUMBOBOCNANUTENBHOE
nevncTeue” v LTPUXOBON
koa. JononHuTenbHo




) aKpUxXUH

Liata sbinycKa: 2021-05-11
[aTa pacnevaTku: 2021-05-11
LEHTP KOHTPOIA KAYECTBA Crpanuua: 5/5

AD «AKPUXUH»

Ceprudukar ananusa Al Ne: 510 15110

MpoayxT: AKPNOEPM® MA3b ANA HAPYXXHOIO MPUMEHEHIAA 0.05 % TYBA 30T
MHaeKc: BTDP-0400-000 CpOK rOAHOCTH! 2025-04-01
Ne cepuu: 2650421

PesyabTaTbi MCNbITaHMHA

HaumeHoBaHWe noKasaTena TpebosakuA HOPMATUBHON AOKYMEHTaLKK Pe3yAbTaTsl UCMbITAHUI
HaHeceHbl cpegcTea
uaeHTUUKaLmn

XpaHeHue Mpu TemnepaType o715 “Cre25 ° C Mpw TemnepaType ot 15

°Cpo25 °C

Cpok rogHocTH 4 ropa 4 rona

McnbiTaHWA BoINONHeHs! not NC-002317-110912. Mam. Ne 1, 2,3.4,5,6,7, 8
Homep PY (Per. ya.): N1C-002317

Per. ya. oT; 26.09.2019
JaknoueHvie; cooTaeTcTeyeT Tpebosanuam /1C-002317-110912, M3sm.Nel, 2, 3,4,56,7,8

Mposepun YTeepaoun

HauarsHuk [IKKIT YepHex 1177,

papsaivHa B
HAYANBHAK
SOHTPONLHO-CPOPMI

KOHThONg
A\ Kauecrg
*
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