AQ «AKPHXHH»
JSC «AKRIKHING

SOP00O1790

PASPEHIEHUE HA PEAJIU3AIIAIO Ne 1923-2021
(CERTIFICATE OF COMPLIANCEF)

HAUMEHOBAHHE MPOIYKIIHN I 1:
FINAL PRODUCT NAME:

AKPUIEPM® T EHTA MA3L TS HAPYIKHOTO
TMPUMEHEHMS 0,05 % + 0.1 % TYBA 30 [

MEACIYHAPO,HOE HEIIATEHTOBAH HOE
HAHMEHOBAHHE:
INTERNATIONAL NON-PROPRIETARY N AME:

beramerason+Tenraminuny

"HOMEP CEPHI:
BATCH No:

2960021

KO NPO/IVKTA '
FINAL PRODUCT CODF:

BTGN-0400-000

YIHAKOBKA: 30T =Ty6eI (1) - HaukK KapTOHHBIC
ENVELOPE:
INOJAEH 10: 01.06.2023

EXPIRY DATE:

OBLEM MOJYYEHHOI MTPOIYKILH
(YIMMAKOBKH):

14.772 THIC YTIAK

FINAL QUANTITY (UNITS):

PETHCTPAUHOHHOE YIOCTOBEPEHHE:
MARKETING AUTHORIZATION No:

JICP-006433/08

HAUMEHOBAHHE U A [PEC JAEPKATESH
PEFUCTPAIIHOHHOI O YAOCTOBEPEHHUSA:
NAME AND ADDRESS OF MARKETING AUTH( IRIZATION
HOLDER:

AO "AKPUXHH" RU. 142450, Mockosckas o6, r. Crapas
Kynaesua, yvn. Kuposa 29

HAUMEHOBAHUWE H AJIPEC TPOU3BOJIUTEJISH
(BBIMYCKAIOIHIA KOHTPO.TH KAYECTBA);
NAME AND ADDRESS OF MANUFACTURER (RELEASE
| QUALITY CONTROL):

AO "AKPUXHWH" [Poccus] Mockosekas o6, Horinermn PH,
r.Crapas Kynasua, yn.Kuposa, 1.29

HHDOPMALIUSA OB HCHOJL3YEMbIX A®C/MH-BA.IK NPOJAVKIHH
API/IN-BULK PRODUCTION USED IN PRODUC TTON/:

W\TO;'{ ADC/HH-BAJK HAUMEHOBAHHE AGC/HIH- MPOMIBOIMTE L AMC/ CTPAHA MTPOU3BO, INTE TS

PO IYKIH: bBAJIK HTPO, YKL HH-BAJIK HPOJIYKIU: ADMC/ HH-BAJIK LTPOIYKIUITH:
API/ IN-BULK CODE: AP/ IN-BULK NAME: APFIN-BULK MANUFACTURER: APL/ IN-BULK MANUFACTURER
COUNTRY:
SBTC-5712-280 BETAMETA30OHA Symbiotica Speciality Ingridients Malysia
HAHTTPOTTHOHAT Sdn. Bhd
| SBTC-3726-280 TEHTAMHLIMHA CYJIL®AT | ACS DOBFAR S.p.A. ltaly

lannan cepus Guiaa MPOM3BEACHA, BRIOYAH YNAKOBKY W KOHTPOAL KavecTsa, na BLINIEYKA3aHHOH NMPOH3IBOACTBEHHOIT
TUIoIA/IKe B MOJJHOM COOTBETCTBHH ¢ TpeboBanusmu cGMP ueneroro PBIHKA H DETHCTPAUHOHHOIN JOKYMEHTAHel,

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.

lpoussoacTBo cepun, ynakoska u aHANNILI Ghiin MPOBEPEHbI H NPH3HAHLI COOTBeTCTRBYIOM UM ¢GMP.

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

Kauecrso nponykra cooTBeTCTBYET TpeGoBaunam JCP-006433/08-110808. Min. N 1.,2.3.4,5.6.7. 8

The quality of the product conforms 1o the Specification

liﬂ(“TU‘RUIHM I'IOIITBEpmﬂREO. HTO BhIIEYKATAHHAR erﬂﬂ paspemieHa K peajH3lauHu
I hereby certify that the above mentioned batch is released to the market.
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EY aKpuxuH

M ain sabatnten o Mogny

LEEHTP KOHTPONA KAYECTBA
AD «AKPUXWUH»

Aarta ebinycxa: 2021-06-15
[ara pacnevaTku: 2021-08-15
Crpanmua: 1/5

Ceprudukar ananusa Al Ne: 510 15453
AKPUREPM® FEHTA MA3b A1 HAPYXXHOTO MPUMEHEHWS 0,05 % + 0.1 % TYEA

MpogykT: 30r

MHaexc: BTGN-0400-000 Cpok reaHocTi; 2023-06-01
Ne cepuu; 2860621

Obvem cepum: 14.772 TbIC ¥MAK Lava npoussogcrsa: 2021-06-03

fata aHanusa;

2021-06-09

PesynbraTel ucnbiTaHmii

HaumeHosaHue nokasatens

TpeGosanun HOpMaTUBHON AoKyMeHTaLMUM

Peaynbtatht ueneiranuii

OnucaHue

[Monynpospaynan masb 6encro unu noMTH
6enoro yseTa

Monynpo3apayHan Mass
noytu Benoro yseta

MoanMHHoCTs 1

BertamerazoHa AunponuoHart. Yd-cnektpbl
nornotleHus pacTeopos npenaparta u CO
BetamertasoHa aunponuonaTa 8 obnacty or
350 A0 450 HM JOMKHBI MMETH Makcumym
MPU OAHOW W TOW Xe ANUHE BOMHbI

Y®-cnekTpol NOrAoLWeHns
pacTsopos npenapaTta u
CO GetameTaszona
AunponuoHaTa B obnacrun
ot 350 ac 450 UM umeror
MaKkCUMyM npu oaHoR 1
TOW e ANvuHE BONHbI

MoanuHHocTL 2

MeHTamMuumrHa cynbdiat. Ha XpoMarorpamme
npenaparta AonxHbl coHapyxusaTecs 3
NATHA, COOTBETCTBYIOLLME NO NONOKEHMIO 1
UBETY MATHAM Ha XpaMmaTtorpamme CO
reHTamuumHa cynschara

Ha xpomatorpamme
npenapara
obHapyxuBaKTca 3 NRTHa.
COOTBETCTBYIOWME NO
NONOKEHNIO U LiBETY
NATHaM Ha
XpomaTorpamme CO
reHTaMmiunHa cynodara

MoanuuHocTs 3

Ha xpomatorpamme b npenapara gomkHo
HabnoaaTbCa NATHO Ha YPOBHE nATaH Ha
xpomarorpammax COBC Hunasona

Ha xpomaTorpamme B
npenapata HabmoaaeTch
NATHO HA YPOBHE MNATEH Ha
Xpomarorpammax COBC
Hunasona

Macca cogepxumoro
ynakesku [%]

He MeHee 90 % OT YKa3aHHOro Ha 3TUKeTKE

100 %




&Y aKpuxuH

P zeorrcn ¢ Razar Hata ssinycka: 2021-06-15
[ara pacnevatku: 2021-06-15
LEHTP KOHTPO/1A KAYECTBA Crpanuua: 2715

AO «AKPHUXMH»

Ceprudukar ananusa Al No: 510 15453
AKPUAEPM® FEHTA MA3b [1151 HAPYXXHOTO NPUMEHEHMS 0.05 % + 0.1 % TYBA

MNpoaykr: 30T
Hupgenc:
Ne cepuu: 2960621

BTGN-0400-000

CpGk roaHocTu:

2023-08-01

PesynbTaThl MCnbiTaHMii

HanmeHosaHue nokasatena

TpeBosanua HopmaTUBHOL AOKYMEHTAUMM

Pesynerars: ucnisiranuit

CpegHsana macca He meree 30 r 30r
COAePHUMOro Tybbl
Pazmep yactuy He Gonee 60 MKkM 36 MKkMm
Hunason Conepxanne HuNazona 8 npenapare ot 0.05%

0.04 % go 0,06 %
Obuee Y1cno aspobHbix He Gonee 102 KOEB 11 Cootserciayer
BaKkT. v rpub. B 1 1 {cym) TpeboBaHuam
Pseudomonas aeruginosa | OrcytcTane B 1 r CoorBercTayeT
B1r TpeboBaHuAM
Staphylococcus aureus 8 1 | OreyTeteue s 11 Cootsercrayer
r TpeboBaHUAM
KonuyectsexHoe Conepxatuve betamerasona avnponuoHata | 0.00049 r
onpeneneHue B 1 rnpenapata - ot 0,00045 r ao 0.00055 r
KomivecrsenHoe ConepxaHue reHTamuumnHa cynotbatae 1 r 0.00111r
onpegenexve npenapaTta - or 0,00090 r go 0,00125 r
(Buonoruyeckuin)
Ynakosxa Mo 15 unu 30 r B TyBy aniomunuesyio, Mo 30 r B Ty6e

Kaxayio Ty6y BMeCcTe C MHCTpyKumMei no
NPUMEHEHWNIO NOMELLAIOT B NaYKy 13
KapToHa

anioMmuHreson. Kaxaas
Ty6a BmecTe ¢
WMHCTPYKUKER No
NPUMEHEHNIO NOMeLLIeHa B
Nayky 13 KapToHa




Y akpuxuH

MNoan sebomnin e Maane

LEHTP KOHTPONA KAYECTBA

AO «AKPUXWH»

Hara seinycka: 2021-06-15
Aara pacnevatky: 2021-06-15
Crpanuua: 315

Ceprudukar ananuza Al Ne: 510 15453

AKPUREPM® MEHTA MA3b ANA HAPYKH

Npogykr: 30r
MHaeke:
Ne cepuu: 2960621

BTGN-0400-000

Cpox rogHocty:

Oro NPUMEHEHUSA 0,05 % + 0,1 % TYBA

2023-06-01

Pesyabrathl ucnsiranuii

HaumeHosanue fioKasartena

TpebosaHua Hopmatanol AORYMEHTaUMM

PesynbTars! Menbitanui

Mapkuposka 1

Mepeuunan ynakoeka (Ty6a). Ha Ty6e
YKa3bIBAKT NpeAnpUsTUE-NpoussoauTe b,
€ro anpec. TenedoH 1 gaxc, Toprosoe
HauMeHoBaHWe npenapaTa ¢
NPeaynpennTentHON MapkuposKod @,
NeKapcTeeHHyto dhopmy, KOHUEHTpauuo,
Ha3BaHUA AeNCTBYIOWUX BELLECTE 1 Mx
coAepxarie 8 1 rpamme npenapara 8
Munnurpammax, "Betamerason”,
"TenTamuyun", Maccy npenaparta B
TP&MMax, ycnoBus xpaHewus, yeroaus
oTnycKa, "XpaHnTe B HEeoCTYNHOM ang
neren mecra”, "l’]pomsoannepmwacxoe,
fpoTuscsocnanuTensHoe,
aHTubakTepuansHoe aeicTeue”, Homep
CepUn 1 CPOK roAHOCTH

MepsauiHan ynakoska
(tyba). Ha TyBe YKasaHbl
NpeAnpusTUe-npoussoauT
€nb, ero agpec, TenecoH
u chakc, Toprosoe
HavMeHoBaHWe npenapara
C NpegynpeauTensHOM
Mapkuposkoii ®,
nekapcTeeHHas dopma,
KOHUEHTPaLMIO, Ha3BaHus
BLACTBYIOLLNX BELIECTB U
ux cogepxarue B 1
fpaMme npenaparta 8
MUnnurpaMmax,
"BeTamerazon”,
“TeHTaMUUMH", Macca
Npenapara 8 rpammax,
yenosua xpaHenus,
YCNoBuA oTnycka,
“XPaHuTb B HeQOCTYNHOM
AnA petei Mecre",
“Mpotusocannepruveckoe,
NpoTUBOBOCHANUTRNEHO,
aHTubakTepuansHoe
Aencraune”, HOMep cepun K
CPOK rogHoCTH




€Y akpuxum

Fioan 2butaten o Aoamn Hara sbinycka: 2021-06-15
Lava pacnevaruu: 2021-06-15
UEHTP KOHTPO/A KAYECTBA Crpawmua: 4/5

AD «AKPUXUH»

Ceptudukar awanusa A No: 510 15453

AKPULEPM® MEHTA MA3b ANA HAPYXXHOr O

Mpoaykr: 30r
WHaeke:
Ne cepuu: 2860621

BTGN-0400-000

Cpok roaHocTu:

NPUMEHEHWSA 0,05 % + 0.1 % TYBA

2023-06-01

Pesynerathl ucnsiTanui

HaumeHosaHme noka 3arens

TpebosaHua HopmaTiaHO AOKyMeHTauu

Pesynbtatol ucnsiramui

Mapkupoeka 2

BropudHas ynakoska (KapToHHas nasyxa). Ha
nayke ykasoisawT
NPEANPUATUE-NPOM3BOANTENB, &0 agpec,
TenedoH 1 dakc, Toprosoe HaumeHoBaHue
npenaparta ¢ npegynpeanTensHom
Mapkuposkoi @, rpynnuposoyHoe
HaUMEHOBaHWe, NeKapCTBEHHYI0 chopmy,
KOHUBHTPALMIO, Ha3BaHUA AeicTBYOWMX
BELLECTB M UX codepxaHuve & 1 rpamme
Mpenapara B MUnnurpamaax, nepeyeHs
BCMOMOraTenbHeIX sellecTa.
“Betamerazon”, "I EHTaMUUMKH", Maccy
npenapara s rpammax, yCnoBus XpaHeHua,
ycnoeus otnycka, “XpaHuTe 8 HEQOCTYMHOM
AnA petei mecte”, "Mepen npumeneHem
O3HAKOMUTBCA C MHCTPYKUMeR",
"Mpotuscannepruyeckoe,
NPOTUBOBOCNANUTEIbHOE,
aHTUBaKTepuansHoe AelicTeue”,
PEMMCTPaUUOHHBIM HOMep, HoMmep cepuu,
CPOK rGAHOCTU 1 LUTPUXOBON KoA,
LONONHUTENEHO MOrYT BbiTh HaHecexs
cpeacrsa naeHTuhuKkaumn

BropuyHan ynakoska
(kapToHHan nauka). Ha
Naudke ykasaHsl
NpeanpuATHe-NponsBoauT
ek, erc agpec, TenedoH
u cbakc, Toprosoe
HauMeHoBaHue npenaparta
C NpeaynpesuTensHoi
Mapkuposkoil ®,
rpynnupoBoYHoe
HauMeHoBaHue,
nexapcrseHHan gopma,
KOHUEHTPauuo, HasBaHus
AeNCTBYIOUMX BELLeCTs 1
X conepxarue B 1
rpamme npenapara s
MUnnurpaMmMax, nepeveHs
BCNoOMOrartenbHbix
BellecTs, "BerameTazon”,
"lenTamMuumH", Macca
npenapara B rpammax,
YCNOBUA XpaHeHus,
YCNOBWA oTnycKa,
"XpaHuTL B He4oCTyNHOM
Ans peved mecre”, "Mepen
npuMeHeHnem
O3HaKOMUTBCA C
UHCTpYKUMei",
"TpoTuBOaNNeprMyeckoe,
NPOTUBOBOCNANUTENLHOR,
aHTubakTepuansHoe
Aelctene",
PErncTPaUMoHHbLIl HoMep,
HOMEp cepun, CpoK




D akpuxuu

Aata sbinycka: 2021-06-15
fata pacnevatku; 2021-06-15
LUEHTP KOHTPOIR KAYECTBA CTpaHuua: 5/5

AQ «AKPUXUMH»

Ceptudurar ananusa Al No: 510 15453

AKPVIEPM® FrEHTA MA3b ANA HAPYXXHOIO NMPUMEHEHIAS 0,05 % + 0.1 % TYBA
MpoaykT: 30T
Ungexe: BTGN-0406-000 Cpox roaHocTH: 2023-06-01
Ne cepuu: 2960621

Pesynbratsl ucnbitanmii

HavmeHosaHme nokasatesns TpebosaHua HopmaTHsHoN OOKYMEHTaL MM Pesynstarhl uenbiTanmit

FOAHOCTH U LWTPUXOBOR
Ko4. LononHutensHo
HaHeceHbl cpeacTsa

NOBHTUWKSLMWN
XpaHerue Mpy TemnepaType oT 15 °*C o 25 ° C Mpu TemnepaType o1 15
*C.oe 25 =g
LfipoxroAHOCTw 2 rona 2rona

McnbiTauma BoINoHEHb! No: NCP-006433/08-110808, WMam. Neo 1,2.3.4,5,6,7.8
Homep PY (Per, ya.): NICP-006433/08

Per. ya. ot: 12.08.2016
3aKntoueHne: cooTBeTCTeyeT TpeboBaHuAM HCP-006433/0841C}808, Wsm.Ne1,2 3,4,56,7 8

Mpoeepun YrBepaun

HauanbHyk NIKKMT Yeprbix 1.7,

// Uenrp

KOHTpOng
W\ KadecTea
AN

Pykos0fUTEND )
pa KOHTPONA Ka4ecTBa

Gunumonosa W.B.




