£} aKpuXuH

Jhapn aabomaTed o flogat

LIEHTP KOHTPC/IR KAYECTBA

[ara Buinycka: 2021-08-11
[Oata pacnevartku; 2021-08-11
Crpanuua: 115

AO «AKPUXHH»
Ceptudukar aHanusa Al Ne: 510 15987
MpogyKT: AKPVIEPM® MA3b [N5 HAPYXXHOIO MPYMEHEHWA 0.05 % TYBA3QT
MHAeKE: BTDP-0400-000 CpoX rogHOGCTH: .2025-07-01
Ne cepum: 4180721
Obvem cepum: 14.889 ThIC ¥TIAK [flata npoussopcrea;  2021-07-26
[ara ananusa: 2021-08-06

Pesy/IbTaThl MCMbITARWI

HaumeHoBaHKe NOKasaTeNR

Tpe6oBaHWA HOPMATHBHOA ADKYMEHTALMA

PesynbTathl vchiblTaHMA

OnvcaHue

MonynpospayHas Masb oT benoro Ao Benoro
C XemnToBaThiM OTTEHKOM UBeTa

MonynpospauyHas Malk
6enoro useTta

MognuHHocTs 1

BeramerasoHa gunponvoHat. Cnekrpst
nornoleHusa pacTsopoB npenapata h CO
GeTameTasoHa AUNponvoRaTa B 0bnacTi o7
350 HM A0 500 HM AOMKHB] UMETb MaKCUMyM
fpy 0AHOW W TOR e AnuHe BOHb (paznen
*KonuuecTEEHHOE onpesiensHie”)

CnekTpbl NOrNoLeHWA
pacTBOPOB MpenapaTa
CO berameTasoHa
AvnponuoHaTta p obnactu
ot 350 Hm Ao 500 HM
MMEKT MaKCUMyM Npu
OAHOW W TOW Xe onnHe
BOMHbI

MoannuHHGCTL 2

Mpenunnaparvapokcubensoar, Ha
xpomaTorpamme B npenapara [OMmkKHO
HabnoaaTeCA NATHO Ha YPOBHE NATEH Ha
xpomaTtorpammax CO

Ha xpomaTtorpamme b
npenapata HabnoaaeTcA
NATHO Ha YPOBHE NATEH HA
xpomartorpammax CO

nponunnaparuapokcubersoaTa nponunnapamapokcubeHa
gaTa
Macca coaepxmMMore He meree 90 % oT ykasaHHoro Ha 3tuketke | 100 %
ynaxosku [%)]
Cpeanas Macca He meHee 301 30r
coaepxrmero Tybbl
Paamep YacTiy He Goree 60 MkM 21 MKm
CopepxaHue 0.05%

MponunnaparuapokcubeHs
oar

npenunnapar4apoxcubedsoara B npenapare
or 0,04 no 0,06 %




LY akpuxuH

Ty ioTeTon a o fara Bhinycka: 2021-08-11
[ata pacneuatu: 2021-08-11
LIEHTP KOHTPONA KAYECTBA Crpannya; 2/5
AD «AKPUXWUH»
Ceptudukar aHanmaa Al Ne; 510 15987

Npogykt: AKPUAEPM® MA3b ANS HAPYXXHOIO NPUMEHEHRWA 0.05 % TYBA 30T
WHaekc: BTDP-0400-000 CpoK ropHocTy: 2025-07-01
Ne cepui: 4180721

Pesynsratel McnsiTaHni

TaumeononaHne NoKasaTenA

TprEo0BHWA HOPMATHAILOM AORYMEHTALMM

PEIYNLTATLI HEMLITAIMIA

Obuwee yncno aspobHeix He Gonee 10A2KOE B 11 CooTeetcTayeT
MKKPOOPraH13MoB [r] TpeboBaHUAM
O6wee uucno apookessix | He Gonee 1041 KOEB 1T CooTvBeTcTRYET
" nnecHesbix rpubos [r] TpeboBaH1AM
Pseudomonas aeruginosa | OTcytcremes 11 CooTseTcTByeT
Blr TpeboBaHUAM
Staphylococcus aureus B 1 | OTcyrcrane s 1r CooTBeTCTBYET
r d TpeboBaHUAM
KonuyectseHHoe ConepwaHve BeTameTasoHa gvnpenvoHara | 0.00050 r
onpeaesexne B nepecyete Ha GetametasoHB 1 r

npenapaTa - ot 0,00045 r go 0,00055 r
Ynaxobka Mo 15 r vnu 30 r B TyBy anoMUHWEBYio, To 30 r b Tybe

Kaxaywo Tyby BMECTE C MHCTPYKUMed no
NpUMeEHEHN NOMELIAKT B NaYKy U3
KapToHa

anoMuHuesoi. Kaxnas
Ty6a BmecTe ¢
MHCTpyKUMed no
rpMEHEHNIO NMOMELLIEHb! B
naqky 13 kapToda




) AKPUXUH

N 3a50mren o Mo

LIEHTP KOHTPONA KAYECTBA

AO «AKPUXWH»

Lara sbinycka: 2021-08-11
[lata pacnevaviu: 2021-08-11
CrpaHuLa: 3/5

Ceprudukar ananmza A No: 510 15987

MpoaykT: AKPUAEPM® MA3b ANA HAPYXXHOIO NPUMEHEHWA 0.05% TYBA 30T
HHpaekc: BTDP-0400-000 CpoK rofHocTH: 2025-07-01
Ne cepuu: 4180721
PeaynbTaThl KCNLITAHWUNA
I [aMEeHoDAHNHE MORAsETEAA TpeGopaHUA HOPMATHBHON AOKYMEHTELMN Pe3yAbLTATE! HEOBITAHWH

Mapxuposka 1

MepeudHan ynakaska (Ty6a). Ha TyGe
YHA3BIBAKT NPenpUATHE-NPOU3BCANTEN,
ero aapec, TenedioH v gakc, Toprosoe
HaWMeHoBaHWe npenapaTa ¢
npenynpeauTensHoi Mapxuposkol ®,
MEXAYHApOAHOE HenaTeHToBaHHoe
HaUMEHOBaHUE, NeKapCTBEHHYI0 hopMy,
KOHLEHTpaLMIo, Ha3saKue AencTBylowero
BelLecTsa 1 ero cofepxanue B 1 rpamMme
npenaparta B MANNUrpaMmMax, Maccy
npenapata 8 rpaMMax, YCNOoBUA XpaHeHus,
YCNOBUA OTNYCKa, "XpaHUTh B HEAOCTYNHOM
ANA aercil Mecre", HOMep cepyy, Cpox
roaHocTi 1 "MpoTvsoannepru4eckoe,
NpoTMBOBOCNATUTENEHOE AeACTBYE"

MNepBuU4Han ynakoeKa
(Ty6a). Ha Tybe yka3aHb!
npegnprATHe-1POU3BOANT
enb, ero agpec, TenedoH
M thakc, Toprosoe
HauMmeHoBaHWe npenapara
¢ npeaynpeavTensHoR
MmapKupoBkoR ®,
MeXRyHapoaHoe
HenaTeHToBRaHHoe
HauMeHCBaHUE,
nekapcTeeHHan opMa,
KOHLEHTPaLMA, Ha3BaHue
AeiCTBYIOLIErD BELLECTBa
U ero conepxawie 8 1
rpaMme npenapaTa 8
MUNNUrpaMmMax, Macca
npenaparta B rpammax,
YCrIOBUA XpaHeHHUs,
ycrnoBsvAa oTnycKa,
"XpaHuTk B HEAOCTyNHOM
ONA AeTel MecTe", HoMep
CEPUH, CPOK reAHOCTU U
"MpoTvBocanneprM4eckoe,
rpoTuscBOCNaniTenbHoe
nencreue”




&Y akpuxuH

54 3460TTCA 0 Fieyd [ata BbinycKa: 2021-08-11
Lara pacrieyaTku: 2021-08-11
LEHTP KOHTPONA KAYECTBA Crpanuua: 4/5
AD ¢ AKPUXWH»
Ceptudmrar ananusa Al Ne: 510 15987

MpoaykT: AKPVAEPM® MA3b INA HAPYXKHOIO MPUMEHEHIA 0.05 % TYBA 30T
UHaeke: BTDP-0400-000 Cpok rogHocTy: 2025-07-01
Ne cepum: 4180721

Peay/IbTaTh! #CTIbITaHMi

HanMeHUBAHKE HUKASETENA

TpeGovanve HUPMATHBHOR BOKYMEHTaLNK

PesynsTatol UCMbITAHUA

Mapkuposka 2

BTopuuHas ynaKkoBka (kapToHHas nauka). Ha
nayke ykazbiBanT
npeanprATHe-NPON3IBOAUTEND, ero aapec,
TenechoK ¥ dakc, TOprosBoe HauMeHoBaHUe
npenapaTa c npeaynpeavTensHod
Mapkupoexoit ®, MeXAyHapoaHOE
HenaTeHTOBaHHOe HAMMEHDBaHWE,
NEekapCTBEHHYI0 hOPMY, KOHLUEHTPALMIO,
Ha3lpaHWe AeNcTayiowero BeLecTsa 1 ero
conepxaHhve b 1 rpaMMe npenapata b
MWUTUrpaMmax, nepeyeqHs
BCMOMOTATENBHbBIX BELLECTE, Maccy
npenapara B rpamMmax, yCrnosus XpaHeHws,
YCNoBWA OTRYCKa, "XpaHuUTk B HEAOCTYNHOM
ONA feTed MecTe", perMcTpauMoHHLIi
HOMEP, HOMEP CEpWY, CPOK TOAHOCTH,
“Mepes NPUMEHEHUEM 03HAKOMUTHCA C
WHCTPYKUMER”, "TIpOTHBOANNepriveckoe,
npoTUBEOBCCNAnUTENbHOE AeicTBUE" U
LITPUXOBOH Kop, LononHUTENLHO MOTyT
6bITh HAHECEHL! CPEACTBa UAEHTUUKaLIUM

BTopu4Has ynakoeka
(kapToHHaR nauka), Ha
nayke yKkasaHbl
npeanpuATYEe-NpoU3BOAUT
ens, ero aapec, TenedoH
v thaxc, Toproeae
HavMeHOoRaHME rpenapara
C npegdynpeaxTensHoR
Mapkuposkoil ®,
MeXayHapoaHoe
HenaTeHToBaHHOoe
HAYMMEHOBAHWE,
nexkapcraeHHan thopma,
KOHUEHTPauUWs, Ha3BaHue
LelCTBYILEro BelecTsa
¥ ero cogepxaHve B 1
rpamme npenapata B
MWINUrpaMmMax, fiepeyeHs
BCNOMOraTenbHbiX
BellecTB, Macca
npenaparta B rpaMMax,
YCNOBUA XPaHEHUA,
YCIOBKA QTNYCKa,
"XpaHuTL B HeAoCTyNHOM
AnA fAeTen Mecrte”,
PEMACTPaunoHHLIN HOMEp,
HOMEP CEPUK, CPOK
rofHocTH, "Tepen
npUMeHeHWeM
O3HaKOMUTLCA C
WHCTPyKUMaR®,
"MpotuBoannepmyeckoe,
NpPOTUBOBOCNANKTENBHOE
neRrcTeMe" U WTPHXOBOW
KOA. JononHWTENbRO




&Y akpuxuH

Ragasaoonca s feamt

LIEHTP KOHTPONA KAYECTBA

AO «AKPHUXWH»

Jara BhinycKa: 2021-08-11
[ata pacneudiku. 2021-08-11
CrpaHnua; Sy

Ceptudurar ananmza Al Ne: 510 15987

MpoayxT:
NHgeke:
Ne cepun:

CpoK rogvocTh:

AKPUOEPM® MA3b [U1R HAPYKHOIO NPUMEHEHWA 0.05% TYBA 30T
BTDP-0400-000
4180721

2025-07-01

Pesynbrathl ACbITAHUA'

HanmMEHUBEHUE TIOKAaZaTend

TpeBosaHus HOPMA IMBHON JORYMEH UMM

Pesy/ibidrb! ULIBUTaH

HaHeCeHblI'cpeacTea

naeHTUIMKALMM
XpaHeHue Mpu Temnepatype or 15 *Cno25 °C Mp# Temnepatype ot 15
°*Cpo25 °C
Cpok roaHocTH 4 roaa 4 ropa

WcHbITaHKA BuinoAHeHs no: N1C-002317-110912, Mam. Ne 1, 2,3, 4,5,6,7, 8

Homep PY (Per. ya.): J1C-002317

Per. ya. oT: 26.09.2019

3aKmoueHme: caoteetcreyeT TpeBosanwam N1C-002317-110912, Wam. Ne 1,2,3,456,7,8

Mpeeepun

HavansHux TKKMM HepHbix 1.1,

Yisepawa

PyKOBOAUTEND
LigHTpa KOHTPONS Ka1eCTea

dunimososa 1.8

A0




\C\

AD «<AKPUXHH»
JSC «AKRIKHIN»

SOP001790

PASPEILIEHHE HA PEAJIA3ATIAIO Ne 2661-2021 -
(CERTIFICATE OF COMPLIANCE)

HAJIMEHOBAHHWE NPOQYKLHHK I'M:
FINAL PRODUCT NAME:

AKPUIAEPM® MA3L JUTA HAPYXHOTIO TTIPHMEHEHHUA 0.05 %
TYBA 30T

MEKIYHAPOIANOE HEIHIATEHTOBAHHOE Beraneraion
HAUMEHOBAHIIE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 4180721
RATCH Na:

KOJATIPOAYKTAI'T:
FINAL PRODUCT CODE:

BTDP-0400-000

YITAKOBKA: 30 r - 7yBur (1) - NaYKK KApPTOHHBIE
ENVELOPE:

TOJEH 10: 01.07.2025

EXPIRY DATE:

OBBEM MOJYUEHHOH NPOIYKIUHH 14.889 TBIC YTIAK
(YIIAKOBKH):

FINAL QUANTITY (UNITS):

PETHCTPALIHOHHOE YIOCTOBEPEHHE: JIC-002317

MARKETING AUTHORIZATION No:

HAHWMEHOBAHHE H AIPEC JEPKATEJIA
PEIHCTPALIHOHHOIO YJOCTOBEPEHHA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AQ "AKPHXHH" RU, 142450, Mockosckas o6n., r. Crapas
Kynazua, yn. Kupora 29

AO "AKPHXMH" [Poccia] Mockosckar obn., Horvwexil P-H,
r.Crapas Kynaena, yn.Knposa, 1.29

HAHMEHOBAHHE W AJPEC TTPOH3BOANUTENSA
(BLINYCKAIOWHHA KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL): |

HHOOPMALIMSA OB HCNOJIb3YEMbBIX ADC/HH-BAJIK MPOAYKIIHH
AP/ IN-BULK PRODUCTION USED IN PRODUCTION/

TIAUMEROBARIE AQC/HIN- MPOIBOIUTENL ABC/ CTPAHA TPOW3BOMWTENS
BAJIK TIPO/TY KLU HH-BAJIK IPOJTYRUHH: ADC/ HII-BAJIK NTPOTYKUHH:
API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: AP/ IN-BULK MANUFACTURER

- COUNTRY:

KOA ADCMH-BAIK
TiPOYKILITH:
API/ IN-BULK CODE:

SBTC-5712-280 BETAMETA30OHA Symbiotica Speciality Ingridients Malysia

JHNPOITMOHAT Sdn. Bhd

dawHad cepus Obu1a NpouiBelieHA, BKJIIOYAN YNAKOBKY Il KOWTPOIb Ka4eCcTBA, HA BRIMEYKAIAHHOI MPOI3IBOACTBEHHOI
IoWAIKeE B I0MIO0M cooTBeTeTBHI ¢ Tpebosanusmy cGMP ueneBoro pLIHKa H perucTpaunonkoil aokymentauiredi,

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
c¢GMP requirements of the intended market and with the Marketing Authorisation.

TIpoIzBOACTRO CEPHII, YNAKORKA I AHATHIb GRLTH IIPUBEPEHLI it MPHIHANLT cooTBeTcTBYUAM cGMP.

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

KauecTso npogykra coovseTcTsyer Tpebosanusm JC-002317-110912, Wim, Ne 1,2,3,4,5,6.7.8

The quality of the product conforms to the Specification

Hacrosnum noATBEpAAAI0, 4TO BBILEYKA3AHAAA CCPUS Pa3pelena K Peanu3auuu
1 hereby certify thal the above mentionegbatch is released to the market.

17 08, 200!
¥Ynoanomouecnuoe A1uo 7 Winaxosa 0.C. [Ipukas Ne43] or 30.04.2021 Hara: 7 B,
ap Name Order Date

17.08.2021 13:38:51
17.08.2021 15:12:51
J1.B. BapaHosa

Jlata swnycka:
JHara pacnevatkn:
Pacnegyaran;

NveT 1 3 1




