AQ «ARPHNHI SOPOO1TI0
ISC « AKRIKHINY

PA3PEIIEHUE HA PEATH3AILNIO Ne 1922-2021
(CERTIFICATE OF COMPLIANCE)

| HAHMEHOBAHHE NPOAYRIM T ARKPUIIEPM® EHTA MA3b JUIS HAPYIKHOT O !
FINAL PRODUCT NAML: ITPUMEHEHWS 0.05 % + 0.1 % TYBA 15T
MEACIYHAPO, THOE HETEATEITT OBAHHOLE BerasveTazoH+[ eHTaMuuiH

IAUMEHOBAHBE:
INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHI: 2970621
BATCH No:
KO, L HPOJIVRTA 'L B TGN-0300-000
FINATL PRODUCT CODE: j
YITAKOBKA: T3 r-mvani(l)- NAuKI KAPTOHHbIC 5
ENVET OPE: B
rO1EH 10: (1.06.2023 |
EXPIRY DATE:
OBBLEM MOJYUYEHHON MTPOIY KILTH 29.95 ThIC YTIAK
| (YHAKOBKH):
l FINAL QUANTITY (UNITS): |
PETHCTPAIIHOHHOE Y/ IOCTOBEPEHUE: JICP-006433/08
MARKETING AUTHORIZATION No:
HAHMEHOBAHME U AJIPEC TEPAKATEJIA A0 "AKPUNHH" RU, 142450, Mockorckas o0n., r. Crapas
PETMCTPAUHOHHOTIO VJIOCTOBEPEHUA: Kvnasna. yi. Kuposa 29
NAME AND ADDRESS OF MARKETING Al ITHORIZATION
HOLDER.
HANMEHOBAHUE I AJIPEC IPOU3BO/JINTE. TS A0 "AKPUXHH" [Pocens] Mockosekad 00, Horunekuii p-H.
(Bhiﬂ)’('l'\'Ai’Ollllll“! KOHTPO.Ib KAYECTBA): r Crapas Kynasua. y1.Knposa. 1.29
NAME AND ADDRESS OF MANUFAC TURER (RELEASL
QUALITY CONTROL )
HHGOPMAILHA Ob HCTTOTL3YEMBIX ADC/HH-BATK TPOTYRUHH
AP IN-BULK PRODUCTION USED IN PRODI ICTION/
I KO 1 AGC/HH-BAIK HATMEHOBAHHE ADC/HI- ; HPOHIBO,UITE.Ib A/ C1PAHA HTPOHIBOIHTE A
| TTPO LY RTLHEL: bAIK PO, LYK | HH-BAJTR HTPOTY KTLTH: AMC/ HH-BAJTK PO TYKITHH:
AP IN-BULK CODE: APT/ IN-BULK NAME: LAPHIN-BULK MANUFACTURER: APV IN-BULK MANUFACTURER
COUNTRY: 5
SBTC-5712-280 BETAMETA3OHA Symbiotica Speciality Ingridients Malysia ¥
JIMIIPOTTHOHAT Sdn. Bhd | |
SBTC-3726-280 TEHTAMHIIAHA CYJIb®OAT | ACS DOBFAR S.p.A. l ftaly !

TMannan cepus OLITA TpoMIBEfena, BRIWOHYAH VIIAKOBRY KOHTPOIbL KavwecTsa, Ha BbIICYKATAHHOM NPON3BOICTBEHHOI

[AOIAKE B MOTHOM COOTBETCTBHI ¢ TpehoBAHUAMH cGMP weieBoro philika i perucTpatnoHHo JOKYMEHTANHCH.

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.

TIpon3BOACTRO CepiH, YITAKOBRA I AHATHILE AL NPOREPEHEL] W NPHIHAHBL COOTBETCTBYIONLIME cGMP.

The hatch processing. packaging and analvsis records have been reviewed and found to be in compliance with cGMP.
p ¢ ging )

KauecTBO NPOAYKTA COOTBETCTBYET TPehoBaHNAM ACP-006433/08-110808, M. Ne 1.2.3,4.5.6. 7.8
The quality of the product conforms to the Specification

HACTOSIHM 110ITBEPALAN, YTO BbILIEYKRIAHHAT CEPHR PATPLINEH K peann3atum
I hereby certify that the above mentioned batch is released to the market.

A /
e

16, 06. 2001

Vo HOMOYeHHOE JIHL = T'pauesa E.M.  [lpukas Ne 99 0107032018 laTa:

QP Name Order Date
Jlara srinycka: 16.06.2021 15:01:55

Jlara pacnedatku: 16.06.2021 15:55:04

Pacnevarat: M. Manyxina

Nuetr 1 u3 1




 SKPUXUH

Pran 2660707eR 0 g Larta avinycka: 2021-06-15
[ata pacneuyaTku: 2021-06-15
LUEHTP KOHTPONA KAYECTBA Crpanuua: 1/5

AO «ARPUXWH»

Ceprudurar ananusa AlC Ne: 510 15458
AKPUAEPM® MEHTA MA3b A5 HAPY)XHOMO NPUMEHEHWS 0,05 % + 0.1 % TYBA

fpoayKT: 15T

HUmaekc: BTGN-0300-000 CpoK roaHoCTH: 2023-06-01
Ne cepun: 2870621

OB6vem cepuu: 29.95 TbiC YMAK [ara npoussoacTsa:  2021-06-03
[Lara aHanum3a: 2021-06-10

PesynbTaTbl UCMbITAHWK

HawmeroBarne noKasaTtens

TpeboBaHua HOPMaTUBHOM AOKYMEHTALMUM

PesynsTaTbl UCNLITEHM M

Onucanwve

Monynpo3payHan mass Hernoro unu NouTy
Benoro LgeTa

MonynpospadHas Masb
noyTi Benoro UpeTa

MoanuwHHOCTD 1

BeTameTaszoHa AWNPONUMOHAT. Y ®-crnexkTpbl
nornoLweHna pacTBopoe npenapata u CO
BeTtameTasoHa aunponuoHara B obnacty ot
350 no 450 HM JOMKHb! “METb MaKCUMYM
NpW OAHOM 1 TOW Xe ANUHE BONHbI

Yd-cnexkTpb! NOrNOWeHna
pacTeopee npenapaTa
CO GetameTaszoHa
owunponvoxaTa B obnactn
ot 350 go 450 HM uMmeroT
MEKCHMYM NPU OJHOMA 1
TOW We AnuHe BOMHbI

MNeanuHHOCTE 2

MeHTamuumHa cynsdart. Ha xpomartorpamme
npenapara JoNkHb! OGHapyKUBaTbeA 3
NATHa, COOTBETCTBYIOWNE NO MONOKEHWUIO U
ueeTy NATHaM Ha xpomarto rpamme CO
reHTamuLmba cynedarta

Ha xpomarorpamme
npenapara
obHapy#WBAOTCA 3 NATHA,
COOTBETCTBYHOLLME NO
NONOMEHWO W UBETY
NATHaM Ha
xpomartorpamme CO
reHTaMuuMHa cynbdgarta

MoanvHHOCTE 3

Ha xpomaTtorpamme B npenaparta A0MKHO
HaBnAATLCA NATHO Ha YPOBHE NATEH Ha
xpomartorpammax COBC Hunasona

Ha xpomatorpamme b
npenapaTta HabnwaaeTcA
MATHO Ha YPOBHE NATEH Ha
xpomaTorpammax COBC
HUpnazona

Macca copepHumoro
ynakokit [%]

He meHee 90 % OT yKa3aHHOTO Ha 3TUKeTKe

100 %




£Y aKPUXUH

Ngan sefumingn o foms ,B,ElTa BbiNyCHa: 2021-06-15
[laTa pacneyaTku: 2021-06-15
UEHTP KOHTPONA KAYECTBA Crpannua: 25

AO «AKPUXAH»

Ceptudurar ananusa Al N2: 510 15458
AKPWAEPM® FEHTA MA3b NS HAPYXXHOO NPUMEHEHWS 0,05 % + 0.1 % TYBA

NpogyxT. 15T
Muaexc:
Ne cepuu: 2870621

BTGN-0300-000

CpoOK roAHOCTH.

2023-06-01

Pe3ynbTaTbl MCNbITAHWA

HawmeHoBaHue noKasatens

TpeBosaHuA HOPMETUBHON AOKYMEHTALMN

PesynbTats! UChbITaHKiA

CpepHas Macca He menee 151 isr
copgepHvmoroe Tybb
Paamep 4actuy, He Bonee 60 MKM 45 MKM
Hunaszon CogepxaHie HuNazona e npenapare ot 0.05%

0.04 % po 0.06 %
OBbuiee uncno a3pobHbIX He Boriee 1072 KOEB 1T CooTBercTByeT
BaxT. nrpub. 8 11 (cym) TpebosaHuaM
Pseudomonas aeruginosa | OtcytcTeue s 17 CoorseTcTBYeT
g1r TpaboBaHUAM
Staphylococcus aureus 8 1 | OtcyTeTeme s 11 CooTgeTcreyeT
r TpefoBaHUAM
KonuwuecteeHHOe CopnepkaHue beTamerasoHa AMNpOnuoHaTa 0.00049 r
onpegeneHue B 1 rnpenaparta - o1 0,00045r Ao 0.00055r
KonuuyecraeHHoe Conepxarve reHTamuumHa cynoatas 1 r 0.00107 r
onpenenexHue npenapata - oT 0,00090 r o 0.00125 7
(Buonoruseckunin)
YnaxoBka Mo 15 unu 30 r g TyBy antoMUHUEBY!O. Mo 15r B Ty6E

Kawayro Tyby BmecTe C MHCTRYKUUER no
NPUMEHEHNIO NOMELLAIOT B Navky u3
KapToHa

antomMuHneson. Kaxaasn
Tyba BMecTe C
WHCTpYKUKel no
npuUMeHEHKIo nomellleHa 8
naqky u3 KapToHa




€Y aKpUXUH

Jieam detomiven o e

LIEHTP KOHTPONA KAYECTBA
AOD «AKPUXWH»

[Lata soinycka: 2021-06-15
[ata pacnevarku: 2021-06-15
Crpanuua: 3/5

Ceprudurar ananusa Al Ne: 510 15458
AKPVAEPM® FEHTA MA3b ANS HAPY)KHOIO NPUMEHEHUA 0,05 % + 0,1 % TYBA

NpoaykT: 151
WHaexe: BTGN-0300-000 Cpox roAHoCTU:
Ne cepun: 2070621

2023-06-01

PesynbTaThl UCNbITaHWIA

HaumeHoBaHWe NOKalaTens Tpebosanua HOPMaTHBHOW AOKYMEHTaLWM

PesynsTaTh! HCLITAHWUA

MapkupoBska 1 Mepsu4Han ynakoexa (tyba). Ha tyGe
ero aapec, TenedioH 1 ake, Toprosoe
HauMeHoBaHue npenapaTta C
npeAynpeanTENBHON Mapkuposkon &,
nexkapcTeeHHyo hopMY, KOHLEHTPaUMIO,
Ha38aHWA AeRCTBYOWMX BeWecTe ¥ nX
cogepxarue & 1 rpaMme npenapata 8
munnurpammax, "betamerason”,
"TenTaMuLMH", Maccy npenaparta B
rpamMMax, yCrosua xpaHerud, ycnosua
oTnycKa. "XpaHuTe B HEAOCTYNHOM ANA
peteit mecte”, "MpoTuBoannepru4eckoe,
NPOTNBOBOCNANUTENBHOE,
aHTubaxTepuansHoe AeicTBUE", HoMep
cepyit U CPOK roaHOCTY

YKa3biBaT npeanpu ATNE-NpoU3IBOANTEND,

(lepBuyHan ynakoBKa
(Ty6a). Ha Tybe yrazaHbl
npeanpuaTUe-NPON3BOANT
enb, ero agpec, TenedoH
u hakc, Toprosoe
HauMeHoBaHue npenapara
¢ nNpeaynpeauTenbHon
MapKupoBKon ®,
nexapcreeHHan dopma.
KOHLEHTPaUWK, Hassadusa
[OEACTBYOLLMX BELECTs 1
ux cofiepwanue 8 1
rpamme npenaparta g
MUNAWrpaMmmax,
"BeTameTaioH",
"leHTamuuuH", Macca
npenapara 8 rpamMmMax.
YCNOBUA XpaHeHus,
YCroBWA OTNYCKa,
"XpaHuTe B HEAOCTYNHOM
ona geten mecre”,
"MpoTuBOannepruyeckoe,
NPOTHMBOBOCNANMTENBHOR,
aHTuBaxkTepuanoHoe
neicTaue”, Homep Cepun u
CPOK MoAHOCTH




Sy aKPUXUH

Ml e 2280 IO o Pagna

Lava svinycka: 2021-06-15
[ara pacnedaTiu: 2021-06-15
Crpanuua: 4/5

LIEHTP KOHTPONA KAYECTBA
AO «AKPHUXUH»

Ceptudukar ananusa Al Ne: 510 15458
AKPVAEPM® FEHTA MA3b ANS HAPYXHOIO NPUMEHEHWS 0,05 % + 0,1 % TYBA

MNpoayxT: 151
UHaexc: BTGN-0300-000 CpoK rogHocTH:
Ne cepuu: 2970621

2023-06-01

PesynbTaThl ucn bITaHMA

HaumeHoBaHWe NOKa3aTens TpebonaHWA HOPMaTHBHOMR AOKYMEHTa LUK

Pesyneratsl MCNbITAHUHA

Bropuuras ynakoska (KapTOHHaR navka). Ha
navke yrkasbisaioT
npeanpuaTue-nNpousBoauTEND, ero aapec,
TenedoH 1 hakc, TOPropoe HauMeHoBaHWe
npenapara ¢ NpeaynpeauTeNsHOR
MapKUpOBKON &, rpynnuposoyHoe
RaUMEHOBaHWe, NeKkapcTBREHHYIO hopMY,
KOHUEHTpaLKio, Ha3BaHWa AeRCTBYIOWMX
BELLECTB 1 WX coaepxaHue B 1 rpamme
npenaparta 8 MUNNUrpaMMax, nepeyeHb
BCnoMoraTenbHobIX BeLecTa,
"betameTason”, "TeHTamuumn”, Maccy
npernaparta 8 rpamMmMax, yc/oBuA XpaHeHus,
YCNoBUS oTnycka, "XpaHute B HeAOCTYIMHOM
ona peten mecre', 'Mepen npUMeHeHKeM
O3HAKOMUTECH C UHCTPYKUWeR",
"MpoTuBoannepruyeckoe,
npoThsosoCNanuTensHoe,
aHTubakTepuansHee felcTeue”,
PErMcTpauuoHHbIR HOMED, HOMED Cepvu,
CPOK rOAHOCTY 1 LUTPUXOBOW KOA,
JononxuTensHo mMoryT BbiTh HaHeceHbt
cpeficTsa naeHTUGMKauMy

MapkupoBka 2

BTopuyHas ynakoska
(kapToHHan nauka). Ha
nadyke yKasaHbl
NPeanpPUATUE-NPoOU3IBOAKT
enb, ero aapec, TenegoH
u hakc, Toprogoe
HauMeHoBarue npenapara
€ NpenynpeanTensHoi
Mapk1poskoi ®,
rpyANupoBoYHoe
HauMeHoBaHue,
nekapcTeeHHan dopma,
HOHUEHTpauwio, HassaHvA
AeACTBYIOWIUX BELUSCTE 1
ux cofepxaHue g 1
rpaMme npenapara B
MUNTIUrpaMmax, nepeyeHs
BCNOMOTaTENBHBIX
seulecTe, "beTaMmetason”,
"TeHTaMuLmA", Macca
npenapara s rpaMmax,
YCNOBUA XpaHeHus,
YCNOBUA oTNycKa,
"XpaHnTh B HEAOCTYNHOM
ana peren mecre”, "Mepen
npuMeHeHnem
O3HAKOMUTLCA C
WHCTPYKUMeR",
"MpoTuBoannepruyeckoe,
NPOTUBOBOCNANKUTENBLHOE,
anTubakTepuansHoe
nefcrene”,
pPerncTPaunuoHHbIA HoMep,
HOMEep cepuu, CpoK




£ aKpuxuH

i

----- [arta sbinycka: 2021-06-15
Lara pacnevarku: 2021-06-15
LLEHTP KOHTPONA KAYECTBA Crpannua: 5/5

AO «AKPUXUH»

Ceptuoukar ananusa Al Ne: 510 15458

AKPUOEPM® FEHTA MA3bL /1NS HAPYXHOIO NMPUMEHEHIA 0,05 % + 0.1 % TYBA
MpoayKT: 15
UHaekc: BTGN-0300-000 Cpox reaHoCTH: 2023-06-01
Ne cepuu: 2970621

PesynsraThl McnbiTaHmi

HaumerosaHue nokasaTens TpeboBaHUA HOPMETHBHOW AOKYMEHTE LMK PeaynbTatsl ucnbiTaHum

rOAHOCTI W WTPUXOBON
kofA. flononHutTenbHo
HaHeceHbl CpeacTaa

nasHTUMOKUKaUMn
XpaHeHune [Mpu Temnepatype ot 15 “C o 25 ° C Mpw Temnepatype oT 15
“Cho2s '€
Cpox rogHocTH 2 rona 2roaa

UenbiTaHUA BeinonHeds no: [ICP-006433/08-110808, Viam. Ne 1. 2.3, 4,5, 6.7. 8
Homep PY (Per. ya.): NCP-006433/08

Per. ya. or: 12.08.2016
3akntoyeHue: cooteetcTayet Tpeboeannam NICP-006433/08-110808, Msm. Ne 1,2, 3,4,5,6,7, 8

Mposepun YTeepaun
HauaneHuk KK Yephoix J1.00.

LleHTp
KOREROLH PyYKOBORUTENb
HTPa KOKTPOMA KaYecrsa

coMburay




