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AO «AKPHXHWH»
ISC « AKRIKHIN»®

SOP001790

PASPEIHIEHHUE HA PEAJIU3AIINIO Ne 7-2020
(CERTIFICATE OF COMPLIANCE)

AKPUIIEPM® ]"‘EHTA MA3b TSI HAPYIXXHOI'O
ITPUMEHEHMA 0,05 % + 0,1 % TYBA 30T

HANMEHOBAHHE INPOJAYKIIUH T'IT:
FINAL PRODUCT NAME:

MEXKJIYHAPOJAHOE HEIIATEHTOBAHHOE
HANMEHOBAHWE:
INTERNATIONAL NON-PROPRIETARY NAME:

beramerason+TenraMuumn

HOMEP CEPHU:
BATCH No:

3270620

KOJ ITPOJAYKTA I'Tl:
FINAL PRODUCT CODE:

BTGN-0400-000

I'OAEH 10: 01.06.2022

EXPIRY DATE:

OBBEM NOAYYEHHOM ITPOAYKUHH 14,091 ThIC YITAK
(YITAKOBKH):

FINATL QUANTITY (UNITS):

PEFTHCTPALHOHHOE Y/IOCTOBEPEIIHE:
MARKETING AUTHORIZATION No:

JICP-006433/08

HAUMEHOBAHHE U AAPEC JEP/KATEJIA
PETUCTPAHHOHHOI'O YIOCTOBEPEIIHS:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
1NOLDER:

AO "AKPUXUH" RU, 142450, Mockosckas obn., r. Crapas
Kynagna, yn. Kuposa 29

HAWMEHOBAHWE U AJIPEC IPOU3BOAUTEJA
(BBINYCKAIOWMWI KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

AQ "AKPUXMH" [Poceus] Mockosekast 06i1., HoruHekui p-H,
r.Crapas Kynasua, yn.Kuposa, 1.29

HHOOPMAINHA Ob HCMOJb3YEMbIX A®C/HH-BAJIK TTPOJAYKUHWH
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:

KO/l ADC/HH-BAJTK
HPOAYKLHH:
AP/ IN-BULK CODE:

HAUMEHOBAHHWE ADC/UH-
bAJIK HPOIYKIIUHA:
AP/ IN-BUTK NAME:

[MPOU3BBOAHUTEJIL ADC/
HH-BAJIK HTPOJIYKIWN:
APIIN-BULK MANUFACTURER:

CTPAHA ITPOU3BO/IUTEIA
ADC/ HH-BAJIK ITPOUAYKIIHH:
AP/ IN-BULK MANUFACTURER
COUNTRY:

SBTC-5712-280 BETAMETA30HA Symbiotica Speciality Ingridients Malysia
JUIIPOITMOHAT Sdn. Bhd
SBTC-5726-280 TEHTAMULUWHA CYJIbOAT | ACS DOBFAR S.p.A. Italy

Jaunas cepus Oblna NpousBeleHa, BKIYAA YNAKOBKY H KOHTPOJIL Ka4ecTBA, HA BLIMEYKA3AHHONH NPOHIBOACTBEHHOI
TIOWAAKE B NOJIHOM COOTBETCTBUH ¢ TpeGoBanuamu ¢cGMP 1esIeBoro philKa H PerHCTPALHONHOH JIOKYMenTaluei,

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

Ilpon3BoacTBO cepHu, YNAKOBKA H AHATH3LI OLLTH NPOBEPeHbl H NPH3HAHBI cOoTBeTCTBYIOWMMH cGMP.
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

Kauecrno npoaykra coorsercrsyer Tpebosanuam JICP-006433/08-110808. M3m. Ne 1.2.3.4.5. 6. 7. 8
The quality of the product conforms to the Specification

Hacrosmum noATBepKAAL0, 4TO BLILEYKAIAHHAS CePH PA3pPeileHa K PeaiH3aumu
I hereby certify that the above mentioned batch is released to the market.
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£} AKPUXUH

N BeboTmren o Mo ﬂ,aTa BbIMyCKa: 2020'06‘1 O
[arta pacnedatku: 2020-06-10
UEHTP KOHTPONA KAYECTBA CrpaHnua: 1/6

AO «AKPUXUH»

Ceprudukar avanusa Al N2: 570 12205
AKPUAEPM® MEHTA MA3b ANS HAPY)KHOTO NMPUMEHEHWA 0,05 % + 0.1 % TYBA

MpoaykT: 30r

WHaekc: BTGN-0400-000 CpoOK roaHOCTKH: 2022-06-01
Ne cepuu: 3270620

O6vem cepuin: 14.091 ThIC ¥NAK Lata npoussoactsa:  2020-06-01

2020-06-05

[ata aHanwnza;

PesynbTaTbl UCMBITAHUA

HavmeHoBaHWe nokasartens

Tpe60BaHWUA HOPMATHBHOW [OKYMEHTaLMUU

PeaynbTaThl UCALITAHHA

OnucaHue

Monynpo3payHan masb Henoro Ui NodTu
6enoro ueeTa

Monynpo3spayHasa Maso
noutu 6enoro useTa

MoanuHHoCTL 1

BerameTasoHa gunponuoHat. Bpema
YOEPKUBAHUA OCHOBHOMO Midka Ha
XpoOMaTorpamMMe UCnbITyeMoro pacTeopa
JIOMKHO COOTBETCTBOBATL BPEMEHH
YAEPKUBAHNA OCHOBHOrO NuKa Ha
xpoMaTtorpamme pacteopa cmecn CO
HetameTasoHa AMNponuMoHaTa u
6exnomMeTascHa AunnponvoHaTta

Bpems yaepXxusaHua
OCHOBHOrO NunKa Ha
XpoMaTorpamme
WUCNbITYEMOro pacTecpa
COOTBRTCTBYET BpeMeH!
YAEPKMBAHWNA OCHOBHOIO
nuKa Ha xpoMaTtorpaMme
pacteopa cmecu CO
6eTtameTasoHa
AuvnponuoRaTa U
6exnomMeTasoHa
AunponvoHarta

MeanvHHoOCTL 2

BeramerasoHa AunponuoHaT. Y ®-cnekrpol
nornoweHus pacteopos npenaparta u CO
beTamerasoHa avnponvoHaTa B8 obnacth ot
350 po 450 HM AOMKHBI UMETH MaKCTUMYM
NPy OAHOW 1 TOW Xe ANKHe BONMHbI

Y®-cnexTpbl NOrNoweHua
pacTeopoB Npenaparta 1
CO 6eTameTasoHa
aunponuoHarta e obnacTu
oT 350 ao 450 HM uMeroT
MakcumMyM Npu 04HOM U
TOW Xe ANUHE BOMHbI




£) aKpuXxXuH

s a8t b Mgyin [ata sbinycka: 2020-06-10
[aTta pacneyarku: 2020-06-10
UEHTP KOHTPONA KAYECTBA CrpaHuua: 2/6

AO «AKPUXWUH»

Ceptudmkar aHanusa Al Ne: 510 12205
AKPULOEPM® MEHTA MA3b 4118 HAPYXHOIO NPUMEHEHWA 0.05 % + 0.1 % TYBA

MpoAayKT: 301
Unupekc: BTGN-0400-000 Cpok rogHocTu: 2022-06-01
Ne cepuu: 3270620

PEBW’I bTaTbl UCMbITAHUKA

HavmeHoBsaHue nokasartena

Tpe60oBaHUA HOPMATUBHOM OOKYMEHTaLMMU

Pe3ynuTaThl UCALITAHWUNA

MoanuHHocTs 3

leHTamuumHa cynbdaT. Ha xpomaTtorpamme
npenapaTa AoMmKkHE! 0BHapyxneaTbea 3
NATHA. COOTBETCTBYOLIME MO NONOXEHNIO 1
yBeTy NATHaM Ha xpomaTto rpamme CO
reHTaMuumKa cynbdaTa

Ha xpomaTtorpamme
npenapata
obHapyxuBawTca 3 naTHa,
COOTBETCTBYHOLUWINE NO
NONOXeHW 1 UBeTy
MATHaM Ha
xpamaTtorpamme CO
reHTaMunumHa cynbcbaTa

MoanuvHHOCTL 4

Ha xpoMmaTorpamme b npenaparta AOMKHO
HabnaaTeCa NATHO Ha YPOBHE NATEH Ha
xpomaTorpammax COBC Hunasona

Ha xpoMartorpamme B
npenaparta HabnwpaeTca
MATHO Ha ypOBHE NATeH Ha
xpoMmaTtorpammax COBC
HKNa3lona

Macca cogepxnmoro He meHee S0 % OT yKa3aHHOro Ha aTUKeTKe 100 %
yrakoBru (%]
CpeaHASa Macca He menee 301 30r
COAEPXUMOTO Tybhbl
Pasmep vactuy, He 6onee 60 Mkm 30 MKm
Hunason CogepxaHue HuNazona e npenapare oT 0.05 %

0,04 % no 0,06 %
Obuiee 4incno a3pobHbix He 6onee 10"2 KOEB 11 CooTtBeTcTByeT
B6akT. v rpnb. B 11 (Cym) TpeboBaHMAM
Pseudomonas aeruginosa | OTtcytcTeue s 1r CooTBeTcTBYET
Bl1r TpeboBaHUAM
Staphylococcus aureus 8 1 | OtcytctBue 8 11 CooTeeTtcTeyeT

r

Tpe6oBaHUAM




€} aKpuXUuH_

[ara ssinycka: 2020-06-10
[aTa pacneyaTku. 2020-06-10
LEEHTP KOHTPONA KAYECTBA CtpaHuua: 3/6

AO «AKPUXUH»

CepTudmrar aHanusa Al No: 510 12205

AKPVAEPM® MEHTA MA3b 418 HAPYXXHOIMo NPUMEHEHWA 0,05 % + 0.1 % TYBA
MpoayKT: 301

MHaekc: BTGN-0400-000 CpoK rOgHOCTH: 2022-06-01
Ne cepuu: 3270620
PesynbTaTbl HCMLITAHWA
HaumeHoBaHWe NoKasarTens TpebosaHua HOPMATUBHOW AOKYMEHTaUMK Pe3ynbTaTsl UCNbITAHWUHA
KonudecteenHoe Copepxanve betametaszoHa gunponuoHaTta | 0.00050 r
onpegenexune 8 1 rnpenaparta - ot 0.00045 r no 0,00055r
KonuyecTteeHHoe CogepxaHue reHTamuvuvda cynodatas 1 r 0.00101r
onpejeneklve npenapaTta - ot 0,00090 r a0 0.00725 r
(Bvonoruyeckunin)
YnaxkoBka Mo 15 wnu 30 r B TyBy anioMUHKEBYIO. Mo 301 B Tybe
Kaxayto Tyby BMecTe ¢ UHCTpyKUnein no anoMuHneBson. Kaxnas
NPUMEHEHWIO NOMELLAIT B NayKy 13 Tyba BMecTe ¢
KapToHa WHCTRYKUMEN no
NPUMEHEHUWIO NOMELLIEHa B
nauyky 13 KapToHa




€Y akpuxuH

e [Lara sbinycKa: 2020-06-10
[ata pacnevaTru: 2020-06-10
UEHTP KOHTPO/1A KAYECTBA Ctpannua: 4/6

AO «AKPUXWUH»

Ceptudukar avanusa AlC Ne: 510 12205

AKPUAEPM® FEHTA MA3b ANA HAPYXXHOIO NPUMEHEHWS 0,05 % + 0,1 % TYBA
NpogyxT: 301

BTGN-0400-000
3270620

WHaeKe: Cpok rogHocTy: 2022-06-01

Ne cepum:

PesynbTaTh! MCNbITAHWMIA

HavmeHoBaHue nokasaTtenn

TpeboBaHMA HOPMaTUBHOK QOKYMEHTaLMM

PesayneTaTel ucnbiTaHui

Mapkuposka 1

MepeuyHanA ynakoeka (Ty6a). Ha Tybe

YKa3blBarOT npeanpuAaTUe-npoussoanTeNb,

ero agpec. TenedoH K akc, Toprosoe
HauMeHoBaHwe npenapara ¢
npeaynpeavTenbHOM Mapkuposkoin ®,
NeKapcTBEHHYI0 POPMY, KOHLEHTPALUWIO,
Ha3BaHWA ASACTBYIOLLIMX BELWECTB U KX
copepxaHue B 1 rpaMme npenapara 8
Munnurpammax, "Betamerason",
"leHTaMyUumMH", Maccy npenapara B
rpaMmax, yCroBus xpaHeHus, yCcnosus
oTnycka, "XpaHuTb B HeAOCTYNHOM ANA
Aevei mecre", "MpoTneoanneprudeckoe,
npoTUBCBOCNaNUTENBHOE,
aHTubaxkTepransHoe fencTene”, Homep
Cepun U CPOK rogHOCTM

MepBu4HaA ynakoska
(ryba). Ha Tybe yxazaHbl
npeanpuATUe-NpoM3IBoaANT
eflb, ero agpec, TenedoH
1 dpakc, Toproeoe
HaVMeHOoBaHune npenapaTa
¢ nNpepynpeauTensHon
MapKupoBKoW ®,
nexkapcTBeHHan opma.
KOHUEHTPaUWIo, Ha3BaHuA
AeACTBYIOLLUX BELLECTB U
ux cofepxaHue B 1
rpamme npenapara B
MUNMUrpaMmax,
"BeTameTascH”,
"TeHTaMuuuH", Macca
npenapata B rpamMmax,
YCINOBWA XpaHeHws,
YCIIOBWA OTrNycKa,
"XpaHuTb B HELOCTYNHOM
ANA peten mecre",
"MpoTueOannepruyeckoe,
npoTHBOBOCNANUTENbHOE,
aHtnbakTepuansHoe
AencTevne", HoMep ceprun i
CPOK rOHOCTH




D akpuxun

[ata ssinycka: 2020-06-10
farta pacnevarru: 2020-06-10
UEHTP KOHTPONA KAYECTBA Crpannua; 5/6

AOD «AKPUXWH»

Ceptudukar ananusa Al No: 510 12205
AKPVAEPM® FEHTA MA3b [115 HAPYXXHOIO NPUMEHEHWS 0.05 % + 0.1 % TYBA

Npogywr: 30T
MHAaeKc: BTGN-0400-000 Cpox rogHocTy: 2022-06-01
Ne cepuu: 3270620

PesynbraTthl ucnbitaHuii

HaumeHoBaHMe nokasatens

TpebosaHua HopmMaTUBHOM AOKYMeHTauu

PeaynbTaThi UcnbiTaHUi

Mapkuposka 2

BropuyHas ynakoBka (kapToHHas nauka). Ha
nayke yKkaszbiBarwT
NpeanpuaATUe-Nponu3BoAMTENb, &T0 agpec,
TenedoH U thakc, TOProBoe HavMeHoBaHWe
npenapara c npeaynpeanTensHon
Mapkuposxkon ®, rpynnuposoYyHoe
HaUMeHOBaHWe, NekapCTBeHHyIo hopMy,
KOHURHTPaUWIO, Ha3BaHWUs AeRCTBYIOLMX
BelecTs v ux coaepxaHue B 1 rpamme
Npenapara 8 MUNNUrpaMmMax, nepeyeHb
BCMNOMOTaTeNbHbIX BELLECTB,
"betamerason”, "MeHTaMuumH", Maccy
npenaparta B rpaMMax, YCnoBua xpaHeHus,
ycnoeusa oTnycka, "XpaHuTe B HEZ4OCTYNHOM
AnAa petein mecte”, "Mepeg npumeHeHnem
C3HaKOMWUTBLCA C MHCTPYKUWen”,
“MpoTtusoannepruyeckoe,
NpoTUBCBOCNANUTENBHOR,
aHTubaKTepuanscHoe geicteve”,
PErMCTPALUNOHHbIA HOMEP, HoMep cepuu,
CPOK TOAHOCTH U WTPUXOBOW Kop,.
AononHuTensHo MoryT BeiTe HaHeceHbI
CpeacTBa naeHTUUKaumum

BropuuHan ynaxkoska
(kapToHHaA nayka). Ha
nadke ykasaHbt
NPeAnpPUATUE-NPOM3BOAUT
enb, ero agpec, TenedoH
1 chakc, Toproeoe
HauMeHoBaHWe npenapara
¢ npeaynpeanTensHoi
MapKupoBKon ®,
rpyNNUpoOBOYHOe
HavMeHOoBaHue,
nexkapcteeHHan dopma,
KOHUEHTPauWo, HasBaHWA
OeiCTBYIOWUX BeLLEecTs U
WX coflepxaHue 8 1
rpaMme npenapara b
MUWIWrpaMmax, nepedeHb
BCMOMOraTenbHbIx
seujecTs, "BetameTasoH",
"I'eHTaMUUMAH", Macca
npenaparta B rpaMmmax,
YCNOBUA XpaHeHus,
yCNoBUA OTnycka.
"XpaHuTe B HEAOCTYNMHOM
Ans neten mecte", "Mepen
npuMeHeHneMm
O3HAKOMUTLCA C
UHCTPYKUMER",
“MpoTtuBoannepruyeckoe,
NpoTUBOBOCNANUTENBHOE,
antubaxkrTepuansHoe
nencTene”,
perncTpaunoHHblin Homep,
HOMEep cepun, CPoK




€} aKpuxuH

i SabeTICn § (b [LarTa sbinycka: 2020-06-10
[ata pacneyaTku: 2020-06-10
LIEEHTP KOHTPONA KAYECTBA CrpaHuua: 6/6

AO «AKPUXWUH»

Ceprudurar aHanusa AT Ne: 510 12205

AKPUAEPM® MEHTA MA3b 4189 HAPYXHOro NPUMEHEHKWSA 0,05 % + 0.1 % TYBA
MpoaykT: 30r

UHgekc: BTGN-0400-000 Cpox roaHOCTH: 2022-06-01
Ng cepuu: 3270620

PesynbTaTbl UCMbITaHMA

HaumeHosaHWe nokasatena TpeBoBaHMA HOPMaTUBHOM AOKYMEHTaLUM Pe3ynbTaTbl MCIBITAHUA

roAHOCTH 1 LUTPUXOBOW
Koa

HMcnbiTanua BoinonHens no: JICP-006433/08-110808, Mam. Ne 1,2, 3,4,5.6,7, 8
Homep PV (Per. yn.): NICP-006433/08

Per, ya. ot: 12.08.2016
3aknoyeHne: cooteetcTayeT TpeboBanuam /ICP-006433/08-110808, Mam. N2 1,2,3,4,5,6,7, 8

Mpoeepun Y1eepaun

HavanbHuk IKKIM YepHbix 1.0,

YKoBOAWTEND
HTpA KOHTRARA kaiecTed

unumonosa W.B.

KOHTRONA
KadecTea




