AQ «AKPHXHH» SOPOO1790
JSC AKRIKHING

PASPEINEHHUE HA PEATH3ALIHEO Ne 2393-2021
(CERTIFICATE OF COMPLIANCE)

HAHMEHOBAHHE HPOAYRIII T AKPHILP!
FINAL PRODUCT NAME: [VBA 151
MEAR D HAPO TOE HEIATEHTOBATIIOE Beramerason
HAHUMEHOBAHUE:

INTERNATIONAL NON-PROPRIFTARY NAME;

HOMEP CEPHH: 3510721

BATCH No: )

KOJT1HPOJIVKTATT: BTDP-0300-000 |
FINAL PRODUCT CODE: )
YIHAKOBRA: IS T -71yOn (1) - nauki KapToHHbBIE

ENVELOPE: ‘
TO1EH 10: 01.07.2025 g
EXPIRY DATE |
OBBEM HOIYYEHHOM HPOINYKILTH 20.422 ThIC VITAK

(YIIAKOBKH):
FINAL QUANTITY (UNITS):

PEMTHCTPAUHOHHOE YIOCTOBEPEHHUE: NC-002317 f
MARKETING AUTHORIZA TION No: |
HAHMEHOBAHUE U AJIPEC JIEPAKATEJSA AQ "AKPHUXHH" RU., 142450, Mockosckast o0, 1. Crapas
PETHCTPAUHMOHHOI'O YIOCTOBEPEHIISA: Kvnagna. va. Kuponra 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAHMEHOBAHHE H AIPEC NTPOH3BOJINTE. TS AQ "AKPHXHH" [Pocens | Mockosekas o6, Horumeknii p-n.
(BBINMYCKAIOHIUNIT KOHTPOIL KAYECTBA): r.Crapas Kynassa, yi Knposa, 1.29

NAME ANTY ADDRESS OF MANUFACTURER (RELEASI

QUALITY CONTROL):

HHDOPMAILHA OB HCHOUIB3YEMBIX A®C/HH-BAIK HPOJAYRKILHH
AP IN-BULK PRODUCTION USED IN PRODUCTION/:

- KO L ADCATH-BAVIR HAHMEHOBAHHE ADC/ATH- HPOMIBO,THTE T AhC/ CTPAHA TTPOHIBOLHTEL IS
HPOINKILHI: bAJIR HHPOJIVKILHIL: HHU-BAJIK TTPOIVKILHIT: ADC/ HH-BAUIK TTPO IV KT
AP IN-BULK CODE: AP IN-BULK NAME: APVIN-BULK MANUFACTURER: AP IN-BULK MANUFACTURER
COUNTRY:
SBTC-3712-280 BETAMETA3OHA Symbiotica Speciality Ingridients Malysia
1 JIMTIPOTIHOHAT | Sdn. Bhd !

Aanman cepus Gnita Npowskenena, BRAWMAN YIAKOBKY U KOHTPOQL Kadecrsa, Ha BLINIEYKAZAHHOIT NPOHIBOJACTBEHHOI
10MANKe B MOTHOM COOTBCTCTBHN ¢ Thebosanuamu ¢cGMP Ue/IeBOT0 PrIltka H PerneTpalioHHob JNOKYMeHTanmHeil.

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.

Hpomssoacrro cepun, ynakoBra 1 anaaim3sl 611N NMPOBEPENLI H NPHIHAHLI CooTBeTCTBYOIMH cGMP,

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

Kauectso npoaykra cooreercTByer Tpefosanmay JC-002317-11091
The quality of the product conforms to the Specification

Hactosmmm noaTsepaaaio. 4To BLImeyKaIaHHAS CCPHR PAIPEIena K peasammim
Lhereby certify that the above mcminn}d batch is released to the market.

, /
Ynoanomouennoe o L 7 “linakosa 0.C. Hpuwas Ne 431 07 30.04.2021  Jlara: | | 20
Qp Name Order Date
. Hata Buinycka: 26.07.2021 12:45:49
Hara pacnieuatin: 26.07.2021 15:53:49
Pacneuaran: JLB. bapanoga
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£Y aKpuxuH

Facam sadomeris o Moo

LEHTP KOHTPO/18 KAYECTBA

AQ «AKPUXWH»

Jara sbinycxa: 2021-07-21
fara pacneuarxu: 2021-07-21
CrpaHuua: 1/5

Ceprudmkar ananusa AT Ne: 510 15767

MpoayxT. AKPWAEPM® MA3b N8 HAPYMHOMO MPYMEHEHWSA 0.05 % TYBA 1517
WHaexc; BTDP-0300-000 CpoK FoAHOCTH: 2025-07-01

Ne cepum: 3510721

Obvem cepun: 25.422 TbiC ¥TAK Lata nposssopersa: 2021-07-07

fara aHanwmsa:

2021-07-16

PeaynbTartel ucnsiTaHU|

HavmeHoBaHWE NoKasaTenn

Tpefosan.1n HOPMATYEHOM AOKYMEHTALMM

Pe3yabTathl UCNLITaHMA

Onucanue

Monynpo3spaviian Mase oT Genero Ao benora
C HENTOBATLIM OTTRHKOM {(RETA

MonynpozpaiHas Masb
fenorc uBeTa

MNoanuHHoCTE 1

BerameTascHa aunpenuosar. Cnaxrpel
AOrACWEeHUR pacTBopcB npenapata 1 CO
BeTameTaszoHa AMNBoNUcHaTs 8 obnactu ot
350 HM A0 500 HM ACMIKHbI VMETE MaRCKMYM
APW OLHON M TOW XKE 4NINHE BONHDL! {(pazper
"KonvuecTreHHO onpeneneHre")

CnexTpbl NOMOLWEHUA
pacTeopoB npenapata v
CO GerameTascHa
AvnponuvokaTta 8 obnacTt
OT 350 HM o 500 KM
MMEIOT MaKCUMYM Npu
COHOW 1 TCW Xe gnuHe
BOMHbI

MNoanHracTs 2

Mponunnaparuapokcnbersoart. Ha
xpomaTtorpamme b npenapara QomkHo
HabnoaaTeCs NATHO HA YPOBHE NSTEH Ha
xpomartorpammax CO
nponunnaparuiapokcubernzoara

Ha xpomarorpamme b
Npenaparta nabniopaercs
NATHO Ha YPOBHE NATEH Ha
xpomartorpammax CO
nponunnaparmapokcubens
carta

Macca cogepxumoro He menee 90 % 07 yKasadHoro Ha aTukeTre 100 %
ynakoeku [%]

CpelHana macca He mewes 151 15r
COAEPMIMOrS Tybb

Pasmep vactuy He Ecnee 60 MkM 19 Mrm
Mponunnaparuapokcubens | Copepkarne 0.05 %

oar

nponunnaparuapokcbensoaTa 8 npenapare
o1 0,04 % ac 0.06 %




£€) aKpuxuH

FEZIM 3060 WA O FlOa

LEHTP KOHTPO/NIA KAYECTBA

AQ «AKPUXUH»

[ata ssinycka: 2021-07-21
[ata pacneyarsu: 2021-07-21
Crpanuya: 2/{5

Ceprudukar ananusa Al No: 510 15767

NpoaykT:
MHaekc:

Ne cepuu: 3510721

Cpox rogHocTH:

AKPWAEPM® MA3b ANA HAPYXHOMO NPUMEHEHWSA 0.05 % TYBA 15T

BTDP-0300-000 2025-07-01

PesynbTaTbl McnbiTaHui

HaumerosaHnue norasatens

I'pebosaH A HOPMaTHBHGA NOKYMEHTALMM

PesynbTaThi MenbiTanid

Obuiee yncno aspobHsix He 6onee 1072 KOEs 11 CeoTeeTcTByeT
MUKPCOPraHuiMes [r) TpeBoBaHusam
Obulee wucno apoxoxessix | He Bonee 1041 KOEB 1r CooTreTCTBYET
W nnecHeebix rprboe [r] TpeboBaHuaMm
Pseudomonas aeruginosa | OtcytcTeue s 1 r Cocreetcrayer
Blr TpeCoBaHWAM
Staphylococcus aureus 8 1 | OtcyTcTEMe B 1 7 | CooTBeTCTBYET
r TpeboBaHuaMm
KonuuecreerHoe CogepxaHue betamerazoHa aunponucHata | 0.00049 r
onpefensHue B nepecyeTte Ha BetameTasoHs 1r

npenaparta - ot 0,00045 r 0o 0.00055 r
Ynakoeka Mo 15 ¢ v 30 r B TySy anioMuH1eByio. Mo 15r 8 Ty6e

Ka#ayr Tyby BMECTE C UHCTPYKUMe No
NPUMEHEHUIO NOMELLAIOT B Na4Ky W3
KapToHa

anoMuHmeson. Kaxanas
TyDa BMecTe ¢
WHCTPYKUWENW no
npuMeHeHnio NoMeLleHbl 8
Navky M3 KapToHa




€) akpuxuH

Pt asfomeros o Mg

UEHTP KOHTPOMA KAYECTBA
AO «AKPUXWH»

Lara seinycka: 2021-07-21
[fara pacnedatu; 2021-07-21
CrpaHuua: 3/5

Ceptuduxar ananusa Al No: 510 15767

NpoaykT:
UHaeke: BTDP-0200-000
Ne cepun: 3510721

Cpok rogHocTy:

AKPUAEPME MA3b 18 HAPYXHOIMO NPUMEHEHWS 0.05% TYBA1ST
2025-07-01

PeayabTaTbl McnbiTaHmi

HaumerosaHne nokasatens

TpeboBatnn HOPMATUBHON AOKYMEHTALMN

Pe3yneTate! UCnbITaHKIA

Mapkuposka 1

MNepBriKan ynakosxa (TyBa). Ha Tybe
YKa3biBaOT NpeAnpUATHe -NpOn3BoAUTE b,
ero aapec, renedon n dhakc, Toprogoe
HaMeHOBaHWe npenapara ¢
npeiynpesnTensHon MapkupoBkow ®,
MEXAYHAPOLHOR HenaTeHTOBaHHDR
HauMeHOBaHIe, NIeKapCTBeHHYI0 dopmy,
KOHUEHTpauuio, HaszBaHdue gencreyoulero
BellecTsa v erc cofepXaHme B 1 rpamme
npenaparta 8 MUNIvrpamMmMax, Maccy
NpenapaTta 8 rpaMMax, Yenosusa xpaHeHus,
YCNOBWA OTNYCKa, "XPaHuTe 8 HEAOCTYNHOM
AnA AeTei MecTe". HoMep cepuu, CpoK
TORHOCTN 1 "TpoTusoannaprudeckoe,
NPOTUBOBOCNaNNTENbHOE AeNCTEHe"

MNepsuynan ynakeska
(TyBa). Ha Ty6e ykasanbi
NpeanpuATUe-Npou3IBoaMT
&b, ero aapec, Tenedon
v chake, Toprosoe
HavMeHoBaHue npenapaTa
C NpeaynpeanTensHon
MAaPKUPOBKON @,
MEXAYHapoHoe
HenaTteHTosaHHoe
HanMeHoBaH e,
nexkapcTBeHHan hopma,
KOHUEHTPauua, Ha3saHue
ABUCTBYIOULEro BelUecTBA
W ero cogepxatne B 1
rpamMmMe npenapara s
MWW PpaMMax, macca
npenapara 8 rpammax,
YCINOBUA XpaHeHus,
YCNOBUA OTNYCKa,
"XpaHnTb B HEQOCTYNHOM
AnsA geTen Mecrte”, HoMep
CEPUM, CPOK TOQHOCTH K
‘MpoTnesoannepruyeckoe,
NPoTUBOBOCNANNUTENbHOE
AeicTBre”




£) akpuxuH

Toya vt o fhaans

UEHTP KOHTPO/IR KAYECTBA

AO «AKPUXUH»

HAarta sbinycka: 2021-07-21
Hara pacnevatku: 2021-07-21
Crpasvua:; 4/5

Ceprudurar ananusa Al Ne: 510 15767

Mpoaykr:
UHaexc:
Ne cepuu:

Cpok rogHocTu:

AKPUAEPM® MA3b NS HAPYXXHOI O NPUMEHEHWS 0.05 % TYBA1ST
BTDP-0300-000
3510721

2025-07-01

Pe3ynbTaTbl MCNbITaHMI

HaumerosaHne nokazaTtena

TpebosaHWA HOPMATUBHOM AOKYMEHTa LMK

PesynbTatol MCBITAHUA

MapkupoBka 2

BTopuunas ynaxkoska (kapToHHan nayka). Ha
nayke yKkasbisawT
NReANPUATUE-NPOUIBOAVTENL, BrO afpec,
Tenedion v chakc. Toprosoe HaumedoBaHne
npenapara ¢ npeaynpeauTensHoi
Mapkuposkol ®, mexayHapoaHoe
HEMNaTeHTOBaHHOR HalMeHoBaHue,
NEeKapCTBEHHYIO chOPMY, KGHUEHTRaYMUIO,
HasBaHne AeNCTBYIOLLEero BelecTsa 1 ero
conepxanue 8 1 rpamme npenaparta B
MUNaUrpammMax, nepeyeHs
BCNOMOraTeneHblX BELECTB, Maccy
npenapara s rpaMMax, YCrNoBWs XpaHeHua,
YENOBWUA OTNyCKa, "XpaHnTe B HEAOCTYNHOM
ANA fAeTeld MecTe". perucTpauUMOoRHbIA
HOMeED, HOMEep Cepuu, CpoK MoAHOCTH,
"Mepea npumMeHernem 03HaKOMUTBCA C
VHCTPyKUnen”, "MpectuBoannepruyeckoe,
npoTuBoBoCNanuTencHoe aeicTane" u
WTPUXoBoWN KOA. [JONONHUTENBHO MCTYT
BbITe HaHeCeHb! CPeACTBA MASHTUDMKALMM

BTopuqHas ynakoeka
(KapToHHas nauka). Ha
naqke ykasaHbi
NpeanpuATUe-NPOU3BOAKNT
€nb, ero aapec, Tenedon
¥ chakc, Toprosoe
HavmMeHoBaHWe npenapaTa
C NpeaynpeauTensHon
MapKkupoekon ®,
MexayHapoaHoe
HenaTeHToBaHHoe
HauMmeHoBaHue,
nekapcTseHHan opma,
KOHUBHTPaUWA, HazsaHue
ASUCTBYIOLLEro BelecTsa
v ero cofepxanue B 1
rpaMme npenaparta s
MUNNUrpaMmMax, nepeyets
BCNOMOTaTeNbHbIX
BeulecTB, Macca
npenaparta B rpammax,
YCNOBUA XPaHeHWs,
YCNCBUA OTNyCKa,
"XpaHuTe B HEAOCTYNHOM
4ns netew mecre",
PErMCTpaUroHHbIA HOMEPD,
HOMeEp cepuu, CpoK
rogHocTu, "Mepeg
fpUMeHeHnem
O3HaAKOMUTECA C
HHCTpYKUM@R",
“MpoTuBoannepruveckoe,
NpPOTUBOBOCNANUTENBHOE
AeRcTBune" U WTPUXOBOK
ko4. fonenHuTensHo




D axpuxun

Hara ebinycxa: 2021-07-21
flata pacneuatku: 2021-07-21
LEHTP KOHTPO/IA KAYECTBA CrpaHuua: 5/5

AOD «AKPWXMH»

Ceptudukar ananusa A Ne: 510 15767

MNpoaykr: AKPUOEPM® MA2b ANA HAPYKHOIO NMPUMEHEHWS 0.05 % TYBA 15T
WHaeke: BTDP-0300-000 CpoK roaHocTu: 2025-07-01
Ne cepum: 3510721

PesynuTatel ucnsitaHmii

HaumeHoBaknmne nokasaTtens TpeBozaHua HopmaTUaHOL AOKYMEHTaU MY PesynuTaTsl McneiTaHnd

HaHeceHbl cpeacTea

naeHTdKUKaLm
XpaHeHue Mpu Temnepatype o1 15 ° C no25 °C Mpu Temnepatype ot 15
*Cne2s vE
Epor( rogHoCTH 4rona 4 rona

McnbiTaHms BbiINONHEHs! o NC-002317-110912, A3m. Ne 1.2 3,4, 5,6, 7,8
Homep PY (Per. ya.): N1C-002317

Per. ya. or: 26.09.2019
3akntoueHue: cooTeeTcTRYeT TpebosaHuAm /1C-0023 17-110912, Mam. Ne 1, 2, 3, 4,5,6,7,8

Mposepun Yreepaun
Beaywnit cneunanuer NKKM LKK MapryHckas T —
AE. {ﬁ%“ﬂ\\’\x
TN
Uenrp
XOHTpOR: Pykosogutent
Kavecrtpg BHTDA KOHTDONR Kakec: .




