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PASPEHIEHUE HA PEATAZATTHEO Ne 2416-2021
(CERTIFICATE OF COMPLIANCE)

HAHMEHOBAHHE NPOAYKIHHU I'll: AKPHUIEPM® MA3b JINH HAPYXHOO NPUMEHEHHWA 0.05 %
FINAL PRODUCT NAME: TYBA 30T

MEXIYHAPOIUOE HEITATEHTOBAHHOE beramerazon

HAHMEHOBAHIE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 3610721

BATCH Nu:

KOAMPOAYKTATIL BTDP-0400-000

FINAL PRODUCT CODE:

YIMAKOBKA: 30 r = TyBe1 (1) - ma¥KW KAPTOHHEIE
ENVELOPE:

TOAEH J0: 01.07.2025

EXPIRY DATE: .

OBLEM [NOJYHEHHOM ITPOAYKIIHH 14.772 TBIC ¥TIAK
(YHHAKOBKH):

FINAL QUANTITY (UNITS):

PETHCTPAIIHOHHOE YJOCTOBEPEHHE: JIC-002317

MARKETING AUTHORIZATION No:

HAHUMEHOBAHWE H ATPEC AEPKATEJIA
PETHCTPAUHOHHOTO ¥1O0CTOBEPEHHA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

HAHMEHOBAHHE H ATPEC NPOH3IBOAUTEJIA AQ "AKPHUXWH" [Poccun] Mockosckas oon., Horrueknil p-u,
(BBITTYCKAIOIIHE KOHTPOJIL KAYECTBA): r.Ctapas Kynasna, yn.Knposa, 0.29

NAMFE AND ADDRESS CF MANUFACTURER (RELEASE
QUALITY CONTROL):

AQ "AKPHXHH" RU, 142450, Mocxoackas obiL., r. Crapar
Kynaswua, ya. Kuposa 29

HHOOPMAIIHA O6 HCTOJB3YEMLIX AOC/MH-BAJIK [TPOLYKUHH
APV IN-BULK PRODUCTION USED IN PRODUCTION/:
KOOI ADCHH-BAJIK | HAMMEHOBAHHE A®C/HH- UPOH3BOAMTEL AQC/ CTPAHA MPOIBBOUITE S
NPOJIYKUHH: BAJIK [TPOIYRIINH: HH-BAJIR [TIPOAYKUHIL AQC/ HH-BAJIK MPOLYRLHM:
API/ IN-BULK CODE: API/ IN-RULK NAME; APIIN-BULK MANUFACTURER: AP/ IN-BULK MANUFACTURER
' COUNTRY:

BETAMETA30HA Symbioctica Speciality Ingridients Malysia
JUITPOITHOHAT Sdn. Bhd
Jlannas cepus 0bAa NPOUIBLIECHA, BKIIONAN YNAKOBKY W KONTPOIb KawecTBi, HA BbIUCYKaIsuHO MPOHIBOACTREHHOI
NAOWAAKE B MOJHOM COOTBCTCTBNHH ¢ Tpedanamusyy cGMP UceBOT0 phIHKA M PETHCTPILHOHHON JOKYMCHTALNET.
This batch was manufactured - including packaging and quality centrol at the above-mentioned site(s) in full compliance with the
¢GMP requirements of the intended market and with the Marketing Authorisation.
T poi3BOACTBO CEpIn, YIAKDBKA H AHANHILI GBI NPOBEPENEI I NPHIHAHLI COOTRETCTRYIOWINH ¢GMP,
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KaaecTBo WpoiyxTa cooTrercTRYeT Tpedosanmam JIC-002317-110912, Wam. Ne 1.2, 3, 4.56,7.8
The quality of the product conforms to the Specification

SBTC-3712-280

\ HacTostwHM NogTBepAIaIn, YTO BHIlIEYKa3aHHas CCPUA PA3Pemena K peani3atm

| hereby certify that the abovairi’lcyatch is released to the market,

Ynoaxomouensoe Milo /I’Hnakoan 0.C. [Tlpukaz Ne 431 ot 30.04.2021 Hdata: z 7 07. 2021
Qp Name Order Date

Ilata BEITYCK: 27.07.2021 16:24:13
Jata pacnedariu: 27.07,2021 16:32:37
Pacneyaran: [B. Bapanoea
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€Y aKpPUXUH

Fiean sasamron o Moga

LIEHTP HOHTPONA KAYECTBA
AOD «AKPUXWH»

[ara eeinycxa: 2021-07-26
fara pacnevaTiu: 2021-07-26
CrpaHuua: 1/5

Ceptudukar ananusa Al Ne: 510 15785

MpogykT:
Whpekc:

Ne cepuu: 3610721

O6vem cepuu:

Data aHaanaa:

14.772 ThIC YMAK
2021-07-19

Cpok rogHocTH:

AKPVWOEPM® MA3b AN5A HAPYXXHOFO NPUMEHEHWS 0.05 % TYBA 30 T

BTDP-0400-000 2025-07-01

fara npouzsoperea: 2021-07-10

PesynbTaThl UCTILITAHUIA '

HalwmeHoBanKe nokasatens -

TpeﬁoséHHR prmamaneﬁ gdkyﬁem‘ailﬂu ; )

Pesynbratel Werbmarih -+

OnvcaHue

Monynpospaykas mass oT 6enoro ao 6enoro
€ XeNTOoBaTLiM OTTEHKOM UBETa

MonynpozpayHas Masb
Genaoro UseTa

MNopnuHHocTb 1

BeTameTasoHa aunponucHar. CnekTpbl
fornoLeHua pacTecpoB npenapaTta u CO
GetameTasoHa AMnponvoHaTa B nbnacTyi or
350 HM B0 500 HM ACNKHb] BMEThb MaKCUMyM
nNpyt ofiHOI W TOW Xe ANWHe BonHLI (pa3gen
"KonuyecreerHoe onpegeneHue”)

CnekTpbl NormnoweHus
pacTecpoe fpenapaTta 1
CO GeTameTasoHa
AvnponvoHaTa B obnacri
ot 350 Hm 2o 500 HMm
WMMEKT MBHCUMYM Mpn
CAHOW U TOI Xe AnuKe
BONHbI ’

MNoanuMHHOCTDL 2

MponunnaparapokcubeHsoar. Ha
xpomaTtorpamme B npenapara ponxHo
Ha@nwoaaThCA NATHO Ha YPOBHe NSTeH Ha
xXpomaTorpammax CO

Ha xpomarorpamme B
npenapata Habnwaaercs
NMATHO Ha YPOBHe NATEH Ha
xpomartorpammax CO

nponuanaparuapokcubeHssoarta npenunnaparMapokcnbens

garta

Macca coaepKumoro He meHee 90 % OT yKa3aHHOro Ha 3TWkeTke | 100 %

ynakosku [%)]

CpeaHss macca He meHee 30T 30r

COAEpUMAro Tybhl '

Paamep wactuy He Gonee 50 mim 16 MM

MponunnaparuapokcnBers | CogepxaHue 0.05%

oar npenunnaparuapokcubedsoaTa B npenapare

o7 0,04 go 0.06 %

B L C e s A
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Nuczge 2cfoidion o Miaars

UEHTP KOHTPONR KAMECTBA
AO « AKPUXWNH»

[arta poinyexa: 2021-07-26
[ara pacneyatsm: 2021-07-26
Crpanuua: 215

Ceprudwrar ananusa Al Ne: 510 15785

fipoaykT: AKPVIEPM® MA3b ANS HAPYXKHOMO NPYMEHREHWS 0.05 % TYBA 30 T
Uhaexc: BTDP-0400-000 CpOK rofHCCTU. 2025-07-01
Na cepuu: 3610721
PeayAbTaTH UCMBITaHWHA
HanMéHo:sauue nuxaaqfegal | Tpebosarnrs HopmaTuaHoit ,qouymémarj,ku ' Pg:ay;_l_'t;iaﬁl ucnéll::agiﬂﬁ_. 5
ObLuee Y1cno 22poBHLIX He Gonee 102 KOEs 11 CooTseTcTayeT
Mukpoopranusmos [r] TpeboranuAmM
Obuee uncno apoxokessix | He Gones 1041 KOEB 1T Cooreercrayer
1 nnecHesblX rprbos [r) TpeboBaHuAM
Pseudomonas aeruginosa | OTcyTeTaue B 11 Cooreetcrayet
Bir TpeBosaHMAM
Staphylococcus aureus B 1 | OtcytcTenes 11 CooTeeTcTRyeT
r TpeboBaHuAM
KonuyecTseHHoe ConepxaHue GeTaMerasola aunponvonara | 0.00050 r
onpegenexne B nepecyere Ha HeTameTasoH B 11
npenapara - or 0,00045 r go 0,00055 r
Ynakoska Mo 15 r wi 30 r B TYOY anoMUHUEBYHO. Mo 30 r 8 TyGe
Kawayro TyBy BMecTe ¢ MHCTpYKUWeH fo anMuHueso. Kawnan
NPUMEHEHUIO MOMELLalaT B Nayky 13 Tyba BMmecTe ¢
KapTaHa MHCTRYKUMEN MO
NPpUMeHeHo noMeLlenbl B
nayky U3 KapToHa




Sy aKPUXUH

Ny B3ESMITH 6 Nlagu

LIEHTP KOHTPQONA KAYECTBA
AO «AKPUXUH»

Jara BelNycKa: 2021-07-26
fara pacne4aTsu: 2021-07-2%
Crpanuua; 3/5

CepTudumkat ananusza AT No: 510 15785

NpoayKT
WHgeke:

Ng cepuu: 3610721

Cpok rofHocTu:

AKPUAEPM® MA3b AN HAPYXHOMO NPUMEHEHWA 0.05 % TYBA 30 T

BTDP-0400-000 2025-07-01

Pe3ynbTaTbl UCTILITAKMA -

HaumeHoBaHMe NoKasaTens

| peboBaHIMA HOPMETHBHO! QOKYMEHTaUWM

PesynsTaThl MCTbITaHMA

Mapxvposka 1

MepsudHan ynakoeka (Ty6a). Ha Tybe.
YKa3LIBAKT NpeAnpUATHe-Npou3soauTe b,
ero agpec, renedoH u thaxe, Toprosoe
HauMmeHosaHWe npenapata ¢
npeaynpeauTensHol MapkipoBkoi ®,
MeXAyHapoHOE HenaTeHToBaHHoe
HaUMEHORAHIE, NeKapcTBeHHY0 dhopmy,
KOHUEHTPaUuIo, Ha3Banne feicTBYIOWEro
BeUecTBa W ero cofiepxaHue B 1 rpamue
npenapata B MUAAKWrpaMmMax, Maccy
npenapdata 8 rpammax, ycnosus XpaHeHiﬂﬂ,
YCIOBWA OTNYCKa, "XPaHUTL B HEAOCTYNHCM
ANA geTelt mecTe', HoMep cepun, CRoK
rogroctv u "MpoTuBoanneprideckoe,
npoT4soBocnanvTenbHoe AercTame"

Mepsu4HaA ynakoBka
(tyba). Ha Tybe yra3aHal
npeAnpUATUE-NPOU3BOOUT
erns, ero agpec, Tenedon
u dhaxc, Toprosoe
HaumeHcBaHue npenapara
€ NpeaynpeauTensHOR
MapkvpoBkoi ®,
MeNayHapoiHos
HenaTeHTCBaHHOEe
HanMeHCBaHne,
nexapcreeHHas dopma,
KOHUEHTpaUWs, HassaHue
fedicTByolero BetllecTsa
u ero cofepxanie B 1
rpamme npenapara e
MuUnNurpaMmax, Macca
npenapara B rpaMmax,
YCNOBUA XpaHeH!s,
YCIOBUA OTIYCKE,
"XpaHuTb B HEAOCTYMHOM
anA netef mecTe", HoMep
CepUU, CPOK roAHOCTHA U
"fpaTUBoannepru4eckoe,
NpoTUBOBOCNANMTENBHOE
aevictave”




B 2KPUXUH

b seBamRrch o Mogrx

LIEHTP KOHTPO/1A KAYECTBA
AO «AKPUXIMH»

[ara ebinycka: 2021-07-26
[lara pacneuvarxu: 2021-07-26
CrpaHMua: 4/5

Ceptudmkar ananusa Al No: 510 15785

Mpoaywr:
WUHaekc:

Ne cepum: 3610721

CpoK roagHeCTU:

AKPYAEPM® MA3L 1A HAPYXHOMO NPYUMEHEHIAR 0.05 % TYBA 30 I

BTDP-0400-000 2025-07-01

PeayabTaThl MCNLITAHWHA

HauMeKoBaHWe noKkasarena

TpeboBaHya KOPMATUBHON ACKYMEHTAUKA

PesynTaTel UCApITaHui

Mapkupoexa 2

BropwdHas ynakoska (kapToHHas nadka). Ha
nauKke yxassisaT
npeanpuATUE-NPoU3BOAKTE b, Bro aapec,
TenedoH 1 giaKc, TOProsoe HalMeHoBaHVe
npenapara ¢ npegynpeavTesibHom
Mapknpoekon ®, MexayHapoaHoe
HenareHToBaHHoS HaNMeHOBaH!E,
FlekapcTBeHHYI0 (hopMy, KOHUEHTpaUuio,
Ha3saHue JeiCTBYKWEro E.LUECTEa U ero
cogepxarue 8 1 rpaMme npenapara 8
MunnurpamMmMax, nepeyerb
BCNOMOraTensHelX BELeCTs, Maccy
nperlaparta 8 rpaMmax, yCnosus XpaHeHus,
YCNOBWA OTNYyCKa, "XpaHWTb B HEA0CTYNHOM
AnAa aereit MecTe", pErUCTPaLUoHHBLIA
HoMep, HoMep cepul, CPOK rogHOCTH,
"Mepen npUMeHeHUeM O3HAKOMUTLEA ©
MHCTRYKUver", "MpoTuBoanneprudeckes,
NpoTWBOBOCNaNUTENLHOE AefcTBre" i
WITPUXOBOH KoA, [oNOAHUTENLHO MORYT
BhITe HaHECEHS! CPEACTEE WASHTUMKALINY

BropuuHan ynakoska
(kapToHHan nayka). Ha
flauKe yKkasaHsol
NpPeanpUATUE-NIPOU3BOAIT
enk, ero agpec, TenedioH
u chake, Toprosoe
HavMeHoBaHwe Npenapara
C NpeaynpeavTanbHoR
mapkuposkon ®,
mMexayHapogHae
HenareHToBaHHOe
HaumMeHoBaHue,
neKapCTEEHHas QOpME,
KOHUEHTPaLWs, HassaHue
neicTeyiollero sellecTsa
u ero cofepxanue B 1
rpaMme npenapara b
MWINUrpamMmax, nepesaHs
BCrioMoraTensHblX
Beljecrs, Macca
npenapara B rpammax,
YCMOBWA XPaHEHWA,
YCNOBWA CTMYCKA,
"XpaHuTb E HeAOCTYHOM
anA geret mecre”,
PeMmcTPaUMoHHbIR HoMep,
HoMep cepul, CRoK
rogwocty, "Mepeg
fpuMeHeHNEM
03HaKOMMTBER €
MHCTpYKUMeiR",
“MpoTvBoanneprnyeckos,
npoTUBUBOCNANUTaNBHOE
AeicTere" 1 WTPUXOBOR
koA, [ononHUTENbHO




EY aKPUXUK

B2 Foan ko tnnans e

LEHTP KORTPO/A KAHECTBA
AQ «AKPUXWH»

[ara eeinycka: 2021-07-26
Mata pacnedatku! 2021-07-26
Crpanviua: 575

Ceprudurkar ananusa Al Ne: 510 15785

{lpoAyKT:
Uraexc:

Ne capuu: 3610721

CpoK rogHocTy!

AKPVAEPM®@ MA3b A8 HAPYXHOIO NPUMEHEHWSA 0.05 % TYBA 30T
BTDP-0400-000

2025-07-07

PeayabTaThl UCALITAHUWI

HavmeroBaHue noKa3aTena

TpebosaHna HOPMATHEHON AOKYMEHTALWU

PesynsTaTs! UcnuiTakui

HaHeceHrbl CpeacTea

waeHTUnKaLmm
XpaHerue Mput Temnepatype oT 15 " Cac25 °C Mpwu TemnepaType o7 15
*Chpo2s5 °C
CpoK rogHocTH 4 roaa 4ropa

WenbiTaHus ssinonHens  no: NC-002317-110912, Mam. N2 1, 2,3.4,5,6,7. 8
Horep PY (Per. yp.): TTC-002317

Per. yp. o1: 26.09.2019

JannioseHuye: cooTBeTCTByeT TpebosaHuam NC-002317-110912, Mam. Ne 1, 2, 3,4,5,6,7, 8

Mposepun

Beayuwmin cneyuanuet FIKKM LUKK Mapry+cxan
: AE. '

oufiniyy

KOHMTPOAA
XayuecTog

Yreepaun

Pykosogurens
EYeHTpa KOHTpUNA Kayecrea

@unumonosa W.B.




