AOQ «cAKPHUXHH» SOPro01790
ISC « AKRIKHIN®

PA3PEINEHUE HA PEAJTU3ALIMIO Ne 799-2020
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHWE NTPOJIYKIITHU I'TT: AKPUIAEPM® MA3L 1A HAPYHKHOTI'O TIPUMEHEHKS 0.05 Y%
FINAL PRODUCT NAME: TYBA 30T

MEAJAYHAPOIHOE HEHATEHTOBAHHOL beramerazon

HAMMEHNOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHMN: 3860720

BATCI No:

KOIMPOJAYKTA I'II: BTDP-0400-000

FINAL PRODUCT CODE:

'OJEH 10: 01.07.2024

EXPIRY DATT:

OBBEM HOJYUYEHHOW NPOAYVKIIHU 14.538 ThIC VITAK

(YITAKOBKH):

FINAL QUANTITY (IUINITS):

PETHCTPAUHOHHOE YJIOCTOBEPEHHE: JIC-002317

MARKETING AUTHORIZATION No:

HAUMEHOBAHHE U AJIPEC JEPKATEJISA AO "AKPUXWH" RU, 142450, Mockogckas obm., . Ctapas
PETUCTPALHOHHOTO VJIOCTOBEPEHUS: Kynagsna, yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

1OLDER:

HAHUMEHOBAHHE U AJAPEC IIPOU3IBO/JIHTEA AQ "AKPHUXHH" [Poceus] Mockosekas o6, Horuuckuit p-i,
(BBITYCKAIOW NI KOHTPOIbL KAYECTBA): r.Crapas Kynaeua, yn.Kuposa, 1.29

NAME AND ADDRESS OF MANUFACTURER (RELEAST.
QUALITY CONTROL):

HHDOPMALHA Ob UCTIOTB3YEMBIX A®C/HH-BAJIK ITPOJIVKIIMN
AP/ IN-BULK PRODUCTION USED IN PRODUCTION/:

RO A®C/HH-BAJIK HANMEHOBAITHE A®C/HH- HPOM3BOAUTEL ADC/ CTPAHA HPOUSBOJAMTES
MPOJIVKITHH: BAJIK HPOJIYKIMHM: HMH-BATK TIPOTYKITHAT: AOC/ UH-BAJIK TIPOTYKIHH:
AP/ IN-BULK CODFE; API/IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:
SBTC-5712-280 BETAMETA30HA Symbiotica Speciality Ingridients Malysia
HHATIPOTTMOHAT Sdn. Bhd

Hanuas cepus Obi1a MpowsBeleHa, BKIKWYUAS YIAKOBKY H KOHTPOIbL KA4€CTBA, HA BbILICYKAIAHHON MPOM3BOACTBEHHOI
NA0MmMAanKe & MOJHOM COOTBETCTBHA ¢ Tpeboranusamu ¢cGMP uestesoro peIHKa H PErHCTPAUHOHHOI J0KYMeHTalIH Il

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

[Ipon3BOACTBO CePHMt, YNAKOBKA 11 AHAAKSEI GLUIH NPOBEPEHLT I IPHIAANKT cooTBeTCTBYIOMUMH cGMP,

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

Kauectso npoaykra cootserereyer Tpefosannam JC-002317-110912, Hsm, No

The quality of the product conforms to the Specification

Hacrosiuum noarsepkaaro, 4To BoILEYKAIAHHAS CEPHS PA3PELIeHA K peaiH3auru
I hereby certify that the above mentioned batch is released to the market.
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aKpuxuH

Tioar sebonares o Moans

UEHTP KOHTPONA KAYECTBA

AO «AKPUXUH»

[Larta Bbinycka: 2020-08-17
[ata pacneyaTku: 2020-08-17
CrpaHuua: 175

Ceptudukar aHanusa Al Ne: 510 12636

MNpogykT: AKPUOEPM® MA3b ONA HAPYXHOTIO NPUMEHEHWA 0.05 % TYBA 30T
MHOeKe: BTDP-0400-000 CpoK roaHoCTH: 2024-07-01

Ne cepumu: 3860720

Obvem cepuu: 14.538 TbIC YMNAK [ata npoussoactea;  2020-07-31

[lara aHanusa:

2020-08-12

Pe3ynbTaTol UCNbLITaHWW

HaumeHoBaHWe nokasaTens

TpeboBaHWA HOPMATUBHOM AOKYMEHTALMU

PesynbTaTbi UCNbITAHWIA

OnucaHue

Monynpo3pavHasn Ma3s o7 benoro ao benoro
C XeNToBaThiM OTTEHKOM LIBETa

MNonynpospayhaa Mass
Benoro usera

MoAnuWHHOCTL 1

BeramerasoHa gunponuoHaT. CnekTpb!
nornouweHWA pacTeopos npenapaTta n CO
6etameTtasoHa AunponuoHaTa B obnacTu oT
350 HM po 500 HM AOMKHBLI UMETE MakCUMYM
npw 0QHOW 1 TOMW Xe AnuHe BonHbl (pasgen
"KonwdecTeeHHoOe onpeneneHne")

CneKTpbl NOrNoLweHUs
pacTeopos npenapara v
CO beTtameTasoHa
punponuoHara B obnactu
ot 350 Hm po 500 Hm
UMEIOT MaKCUMyM Npu
OQIHOW U TOW e AnuHe
BONHbI

MNoaNUHHOCTL 2

Mponunnaparunapokcnbersoat. Ha
xpomMartorpamMme B npenapara fomkHo
HabnwoaaThca NATHO Ha YPOBHE NATEH Ha
xpomaTtorpammax CO
nponunnapariapokcuberHsoara

Ha xpoMaTtorpamme b
npenapata HabnoaaeTca
AATHO HA YDOBHE NATEH Ha
xpoMartorpammax CO
nponunnaparnapokcnbens
oara

Macca cogepxumoro He MeHee 90 % or ykasaHHoro Ha atuketke | 100 %
YNaKoBKu [%]

CpepaHsas macca He MeHee 30 r 30r
coaepxumMoro Tybbl

PasMep vacTuy, He 6onee 60 Mkm 30 MKM
Mponunnaparuapokcubexs | CoaepxaHue 0.05 %

oaT

nponunnaparuapokcubeHloaTta B npenapare
ot 0,04 0o 0,06 %




€)Y aKpuxuH

Miogw ssbotsies & Moam

LUEHTP KOHTPONA KAYECTBA

AQO «AKPHUXWH»

Lara Bbinycka: 2020-08-17
Jarta pacnevyaTku: 2020-08-17
CTpaHuua: 245

Ceptudukar aHanusa Al Ne: 510 12636

NponykT:
HHaexc:

Ne cepuu: 3860720

CpOK rogHoCTH:

AKPUAEPM® MA3b NA HAPYXXHOMO NPUMEHEHIA 0.05 % TYBA 30T

BTDP-0400-000 2024-07-01

Pe3ynbTaTbl MCMbITAHUNA

HaumeHOoBaHWE NoKasaTens

TpebosaHUa HOPMATUBHOW JOKYMEHTALMK

Pe3ynbTarthl UCNbITAHWIA

Obulee Yucno aspobHbix He 6onee 10"2KOEB 1T CooTteeTtcTBYyeT
bak..apox.,nnec.rpubos TpeboBaHUAM
Pseudomonas aeruginosa | OTcytcteue s 11 CooTBeTcreyeT
Blr TpebosaHwAM
Staphylococcus aureus 8 1 | OtcyTtcTBue B 11 CooTteeTtcTByeT
r TpeboBaHUAM
KonuyecTteeHHoe ConepxaHue beTameTasoHa aunponuorarta | 0.00051r
onpegeneHue B nepecyeTe Ha HbeTaMeTaszsoH B 11

npenapara - ot 0,00045 r no 0,00055 r
Ynakoeka Mo 15 runu 30 r 8 TYBY aniOMUHUEBYIO. Mo 30 r B Tybe

Kaxayto Tyby BMecTe C MHCTPYKUWEN no
NPUMEHEHWUIO NOMELLIAIOT B Navky u3
KapToHa

antoMvHuesoi. Kaxaas
Tyba BMecTe ¢
WHCTPYKUUElR no
npuMeHeHUu nomMelleHa B
Nayky U3 KapToHa




£) aKpUXuH

Thean 2eboreres o haans Jara Bpinycka: 2020'08"1 7
Jlata pacne4aTkM. 2020-08-17
LEHTP KOHTPOANA KAYECTBA CTpaHuua: 3/5

AO «AKPUXWH»

CepTudukar ananusa Al No: 510 12636

MpoayKT: AKPWIEPM® MA3b 05 HAPYXXHOIO MPUMEHEHMWS 0.05 % TYBA 30
UHAOEKC: BTDP-0400-000 CpoK roaHocTH, 2024-07-01
Ne cepum: 3860720

PesynbTaThl UCMIbITAHWA

HaumeHoBsaHWUe NokasatTens

TpebosaHua HOPMAaTUBHO JOKYMEHTaLAK

PeaynbTaThl UCTIbITAHMA

Mapkvpoeka 1

MepBU4HaA ynakoeka (ty6a). Ha Tybe
yKa3blBaT npeanpuATME-NPoN3BOAUTEND,
ero appec, TenedoH v akc, Toprosoe
HauMeHoBaHue npenapaTta C
npe,uynpenmenbnoﬁ mapkuposkoli ®,
MeXAyHapoAHoe HenaTeHTOBaHHOE
HauMEeHOBaHUe, NeKapcTBeHHYI PopMY,
KOHUEHTPaLUMK0, Ha3BaHve AeWCTBYIOLLEro
BELLECTBA U ero cofepxanue B 1 rpaMme
npenaparta B MunnurpamMmMax, Maccy
npenapata B rpaMMax, ycrosua XpaHEeHUA,
yCnoBuA OTNyCKa, "XpaHuTb B HEAOCTYMHOM
LNA AeTei mecTe”, HOMep Cepui, CcpoK
rogHOCTY U "MpoTuBOaNnepruieckoe,
NPOTWBOBOCNANUTENBHOE nencrauve”

MepBU4HAA YNaKOBKa
(Ty6a). Ha Tybe yKa3aHbl
npeAnpUATAE-NPOU3BOAUT
enb, ero aapec, TenegoH
u thakc, Toprosoe
HauMeHOoBaHwWe npenaparta
¢ NpeaynpeauTensHow
mMapkupoekoi ®,
MexayHapoaHoe
HenaTeHToBaHHOe
HawMeHoBaHue,
nekapcTeeHHan opma,
KOHLEHTPpaLuuA, Ha3zBanue
neicTeyloulero BewecTsa
u ero copepxaHue B 1
rpaMme npenapata 8
MUnnUrpaMMax, Macca
npenapaTa B rpaMMax,
YCNOBWA XpaHeHus,
YCNoBMA OTNyCkKa,
"XpaHuTb B HEAOCTYNHOM
onA geTeir mecre”, HoMep
cepui, CPOK TOAHOCTH U
"MpoTueoasnnepri4eckoe,
npoTueoBOCNaNUTENBHOE
nencrene”




€Y aKpUXUH

N 3660TTIEN o I [ara pbinycKa: 2020-08-17
[laTa pacnevarTsu: 2020-08-17
LLEHTP KOHTPONA KAYECTBA CTpaHuua: 4/5
AO «AKPUXWUH»
Ceptudurar aHanusza Al No: 510 12636

MpoayKT: AKPUOEPM® MA3bL AN HAPYXXHOMO NPUMEHEHWSA 0.05 % TYBA 30T
WUHAaeKc: BTDP-0400-000 CpOK roaHoCTH: 2024-07-01
Ne cepuu: 3860720

Pe3yNbTaThl UCMbITaHUMA

HavmeHoBaHWE NOKasaTena TpebosaHMA HOPMATUBHOW [OKYMEHTaUMK

PesynbTaThl UCNbITAHUA

Mapkuposka 2 BTopuuHas ynaKkoska (kapToHHaa navka). Ha
nadke ykasbisaroT
npesnpuATYe-NPoU3BOAUTENb, €r0 aapec,
TenedoH v thakc, TOproBoe HauMeHoBaH1e
npenapata ¢ NpeaynpeanTesbHOM
Mapkuposrow ®, MexxayHapoaHoe
HenaTeHToBaHHOE HanMeHoBaHue,
NeKapcTBeHHY hopMy, KOHUEHTPALWMK,
Ha3BaHWe AeiCTBYOWEro Bewecrsa u ero
copepxaHue B 1 rpamme npenapara s
MUNAUrpaMMax, NepedeHs
BCMOMOraTenbHLIX BEWECTB, Maccy
npenaparta B rpaMmax, yCnoBuA XpaHeHun,
ycrioBus oTnycka, "XpaHuTe B HEAOCTYNHOM
LNA peTei mecte”, percTpaluoHHbIN
HOMep, HOMep Cepuu, CPOK roAHOCTY,
"Mepen NPUMEHEHKEM O3HAKOMUTLCA C
UHCTpyKuueRr", "TipoTUBOannepru4eckoe,
NpOTVWBOBOCNANWUTENbHOE AEACTBUE" U
WTPUXOBOW KOA. [ononNHUTENLHO MOTYT
6biTb HaHeCeHb! CpeAcTBa UaeHTUdUKaL U

Bropu4yHasa ynakoska
(kapToHHaA navka), Ha
naudke ykasaHbl
npeanpuATUe-NpoOU3BOAUT
ens, ero agpec, TenedoH
u chakc, ToproBoe
HauMmeHoBaHWe Npenapara
C NpeaynpeavTensHoON
Mapkupoekoi ®,
MexayHapogHoe
HenaTeHToBaHHOe
HaWMeHOoBaHWe,
nexkapcreeHHasA opmMa,
KOHLEHTpAUWA, Ha3BaHue
LeVCTBYHOLLEro BewecTsa
W ero conepxanve B 1
rpaMme npenapara B
MWANMrpaMMax, nepedveHsb
BCMOMOraTenbHbIX
BeljecTs, Macca
npenapara B rpammax,
YCNOBUA XpPaHeHuWsA,
YCNoBUWA OTNYCKa,
"XpaHuTk 8 HEAOCTYNHOM
ONA peTel mecre",
perucTpauloHHbIA HOMED,
HOMEep Cepuu, Cpok
rogHocT, "Mepeg
NpUMeHEeHEM
O3HaKOMUTLCA C
UHCTRYKLUER",
"MpoTUBOANNEPrUYECKOE,
npoTUBOBOCNANUTENBHOE
OencTeue” U WTPUXOBOK
Kog. [JonoNnHUTENBHO




") AKPUXUH

Tl Sa8atRIn o Fom [arta sbinycKa: 2020-08-17
[ata pacneyaTku. 2020-08-17
LUEHTP KOHTPONA KAYECTBA Crpannua: 515

AO «AKPUXWUH»

Ceptuéukar aHanusa AlC Ne: 510 12636

MpoaykKT: AKPUNEPM® MA3b ANA HAPYXHOIO MPUMEHEHWA 0.05 % TYBA 30
UHAaeKce: BTDP-0400-000 CpoK rogHOCTH! 2024-07-01
Ne cepuu: 3860720

PeaynbTaThl UCTIbITAHUA

HavmeHoBaHWe NOKasaTena TpebosaHus HOPMaTUBHON AOKYMEHTaLIMK PesynsTaThl UCMbITAHUA

HaHeceHbl CpeacTsa
naoeHTUduKau M

WCrbiTaHua BeinonHeHsl no: J1C-002317-110912, Wam, Ne 1,2,3,4,5,6,7
Homep PY (Per. ya.): N1C-002317

Per. ya. or: 26.09.2019
3anatoueHue: cooTBeTcTeyeT TpebosaHuam N1C-002317-110912, Usm. Ne 1, 2,3,4,56,7

Mposepun Yreepaunn
HayaneHuk JIKKI YepHerx [0

PyKoBOJHTENL
HTpa KOHTPONA Ka4ecTaa

dunumonosa U.B.




