AO «<AKPUXHH»
JSC «AKRIKHIN»

SOP001790

PA3SPEIIEHUE HA PEAJIM3AITAIO Ne 34-2020
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHME ITPOAYKIIUH I'll: AKPUJIEPM® I'EHTA KPEM JJJISI HAPYXXKHOI'O

FINAL PRODUCT NAME: IMPUMEHEHMA 0,05 % + 0,1 % TYBA IST
MEXKIYHAPOAHOE HEITIATEHTOBAHHOE Beramerazon + ['eHTaMULMH
HAUMEHOBAHMUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUN: 3330620

BATCH No:

KOA IMPOAYKTA I'I: BTGN-0200-000

FINAL PRODUCT CODE:

I'OAEH 10: 01.06.2022

EXPIRY DATE:

OBBEM IOJTYUEHHOM ITPOYKITUU 28.748 TBIC VITAK
(YITAKOBKHN):

FINAL QUANTITY (UNITS):

PETUCTPAIIMIOHHOE YJIOCTOBEPEHMUE:
MARKETING AUTHORIZATION No:

JIC-000523

HAUMEHOBAHHE U AJIPEC JEPXKATEJIA
PETUCTPAIIMOHHOTI'O YAOCTOBEPEHHUA:

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AOQO "AKPUXWH" RU, 142450, MockoBckas o611., r. Ctapas
KynasHa, yn. Kuposa 29

HAMMEHOBAHUE U AJIPEC ITIPOU3BOJUTEJIA
(BBIITY CKAIOIIUI KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE

AO "AKPUXUH" [Poccusi] MockoBckast 0611., Horunckwuii p-H,
r.Crapas Kynasna, yn.Kupoga, 1.29

QUALITY CONTROL):

HH®OPMAIIUA Ob UCTIOJIB3YEMbBIX A®C/HH-BAJIK TPOAYKIHUHA

API/ IN-BULK PRODUCTION USED IN PRODUCTION/:
KO A©C/HH-BAJIK HAUMEHOBAHUE A®C/UH- NMPOU3BOAUTEJIL A®C/ CTPAHA ITPOU3BOIUTEJIA
NPOAYKIINN: BAJIK ITIPOAYKIIUN: HUH-BAJIK ITPOAYKIIUU: ADC/ UH-BAJIK ITPOAYKIIUU:
API/ IN-BULK CODE: API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:

SBTC-5712-280 BETAMETA30OHA Symbiotica Speciality Ingridients Malysia

JUITPOITMOHAT Sdn. Bhd
SBTC-5726-280 TEHTAMMIMHA CVJIb®AT | ACS DOBFAR S.p.A. Ttaly

JanHasi cepusi ObLIa TMPOM3BeAeHA, BKIYas YNMaKOBKY M KOHTPOJb KadecTBa, HA BbIIIEYKA3AHHON IPOHU3BOACTBEHHOM
TJIOM(AAKe B MOJHOM COOTBeTCTBHH ¢ TpeboBaHussMH cGMP 1esieBOro prIHKa H perMcTpallHOHHOH J0KyMeHTaueii.

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.

IIpou3BoacTBO cepuH, yIaKOBKA H AHAJIM3EI ObLJIH MPOBEepeHbI U MPU3HAHBI cooTBeTcTBYIOMUMH cGMP.

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

KauecTBo npoaykra coorBercTByeT TpeGoBanuam JIC-000523-110912. W3m. Ne 1.2.3.4.5. 6

The quality of the product conforms to the Specification

HacrosimuM MoATBEP:KAAI0, YTO BINIEYKA3AHHAS CEPUA paspelleHa K peaTu3auuu
I hereby certify that the above mentioned batch is released to the market.

18 06. 2020

Date

Yo, tTHOMOY€eHHOe JIMI0 payeBa E.M. IlIpuka3s Ne 99 ot 07.03.2018 JlaTa:

QP Name Order

JlaTa BbITTycKa: 18.06.2020 16:39:09

JHara pacnieyarku:
Pacneuaran:

18.06.2020 16:48:11
J.B. bapanosa

Nner 1 mn3 1
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LEHTP KOHTPOMA KAYECTBA

AO «cAKPUXUH»

Lata sbinycka: 2020-06-15
[ata pacnedarku: 2020-06-15
CrpaHuua: 1/6

Ceptudukar aHanusa Al No: 510 12225
AKPULAEPM® MEHTA KPEM 71 HAPYXXHOIO MPUMEHEHWS 0,05 % + 0,1 % TYBA

MNpoayKT: 15F
MHgekc:

Ne cepum:

Obvem cepuu:

[ata aHanusa:

BTGN-0200-000
3330620

28.748 TbiC ¥TAK
2020-06-08

Cpox rogHocTu:

[Lata npoussopcTsa:

2022-06-01

2020-06-04

PeaynbTathbl UCNbITaHUA

HaumeHoBaHWe noKasarens

TpeboBaHMA HOPMATMBHON! LOKYMEHTALMM

PeaynbTaTthi MCNbiTakUi

Onucanue

Kpem 6enoro nnv no4tn 6enoro useta

Kpem noytu Genoro useTta

MNMoanuHHOCTE 1

BetameTasoHa gunponuoHat. Bpemsa
YOEPXUBAHMA OCHOBHOFO NuKa Ha
XpoMaTorpamMme UCnbITyemMoro pacrsopa
AOMKHO COOTBETCTBOBAThH BpeMeHu
YAEPXWBaHWA OCHOBHOTO MvKa Ha
XpomaTtorpamme pactsopa CO
6eTtameTasoHa gunponuoHara (pa3aen
«KonuyecteeHHoe onpeneneHve»)

Bpems yoepxuBaHus
OCHOBHOTO MKa Ha
XpoMaTorpamme
NCNbITYyEMOro pacTeopa
COOTBETCTBYET BpemeHu
YOepKUBaHWA OCHOBHOTO
NUKa Ha XpoMaTorpamme
pacteopa CO
beTameTasoHa
puvnponvoHaTta

FloonuHHoCTb 2

MeTunnaparuapokcnbexsoart. Bpems
YAEPXUBAHWA OCHOBHOIC NWKa Ha
XpomaTorpaMme UCnbiTyeMoro pacTeopa
AOFXHO COOTBETCTBOBATL BpeMeH!
yOepXBaHWA OCHOBHOrO fvka Ha
XpomaTtorpamme pacrtsopa CO
MeTunnaparugpokcubersoara (pasgen
«KonuuecTBeHHOE onpeaeneHne»)

Bpems yaepxvBaHus
OCHOBHOrO NWKa Ha
XpomaTtorpamme
WCNbITYEMOro pacTBopa
COOTBETCTBYET BpeMeH!
YAEePXUBaHWUA OCHOBHOTO
nuKa Ha XpomaTorpamme
pactBopa CO
MeTunnaparuapokcnberso
aTa




£€) aKpuxuH

o 3sbeTATEn o Mg [LaTta sbinycka: 2020-06-15
Hata pacneqarku: 2020-06-15
LLEHTP KOHTPOJ1A KAYECTBA Crpanuua: 2/6

AO «AKPUXWUH»

Ceprudukar ananusa Al No: 510 12225

AKPVOEPM® FEHTA KPEM ANA HAPYXKHOTIO NPMEHEHWA 0,05 % + 0.1 % TYBA

NpogyKT: 15T
HMHgekc:
Ne cepuu: 3330620

BTGN-0200-000

CpoK rogHocTu:

2022-06-01

PesynbTaTbl UCNbITAHWUIA

HavwmeHoBaHue nokasaTens

TpeboBaHua HOPMATUBHOK [OKYMEHTaLMM

PesynbTaTsl MChibITaHWH

MoanuHHOCTL 3

FeHTamuumHa cynbgpat. Ha xpomartorpamme
npenapaTa [LoMMKHb 06HAPYXWBATLCA 3
MATHA, COOTBETCTBYHOLLME MO MONOXKEHNIO
NATHaM Ha xpomaTtorpamme CO
reHTaMuuMHa cynbdara

Ha xpomaTorpamme
npenapara
obHapyxusatoTca 3 NATHA,
COOTBETCTBYIOWME NO
FIONOXEHUIO NATHaM Ha
xpomatorpamme CO
reHTaMuumrHa cynbdata

Macca copepxumoro He meHee 90 % OT yka3aHHOro Ha 3TUKeTKe 100 %
yrakoBku [%]
CpefHaAa Macca He meHee 151 15r
cofepXxnmoro Tybbl

OaHopogHoCTh (penapaT gonkeH 66iTb 0AHOPOIHLIM CooTBeTCcTBYET

TpeboBaHVsM
pH OT4,5006,0 5.2
Obuee yncno aspobHbIx He 6onee 1072 KOEB 1¢ CootBeTcTBYET
6ak.,ApoX.,nnec.rpuéos TpeboBaHuAM
Pseudomonas aeruginosa | OTcytcTeue B 1r CooTBeTcTRyeT
Bl1r TpeboBaHusM
Staphylococcus aureus B 1 | Otcyrcteue B 11 CooTBETCTBYET
r TpebosaHusAM
KonuuecteeHHoe CopepxaHve beTaMerasona gunponuoHata | 0.00050
onpeneneaxve 1 [r] B nepecyeTte Ha BeTtameTtasoHB 11
npenapata - ot 0,00045 r go 0,00055 r

Konu4yecteeHHoe CopepxaHnve meTunnaparngpokcubersoara | 0.0019r

onpegenenue 2 [r]

8 1 r npenapata - o1 0,0018 r oo 0,0022 r




£€) aKpuxuH

Fhoms 38601 ¢ TBog EETE 8sINyCKa: 2020—06‘1 5
[aTa pacneuaTtru: 2020-06-15
LEHTP KOHTPO/1A KAYECTBA CTpaHuua: 3/6

AO «AKPUXUH»

Ceprudmkar aHanusa Al No: 510 12225

AKPUAEPM® MEHTA KPEM ANA HAPY>XHOIO NPUMEHEHWA 0,05 % + 0,1 % TYBA
Mpogykr: 15[

MHaekc: BTGN-0200-000 CpoK roaHoCTH: 2022-06-01
Ne cepuu: 3330620
PesynbTaTtbl UCNLITAHWUA
HavmeHoBaHMe nokasaTena Tpeﬁoaaum HOpMaTMSHOﬁ AOKYMEeHTauum PeayanaTbl WCNibITAHWUIA
KonuyecteexHoe CopepxaHnue reHTaMmuWumnHa cynocarta B 0.00105r
onpefenexune nepecyeTe Ha reHTaMuuuH 8 1 r npenapara -
(Bronornyeckmii) ot 0,00020 r o 0,00135r
Ynakoska (e 15 unm 30 r B TYBY aniomrHnesyto. Mo 15 B Ty6e
Kaxpayo Tyby BMecTe C MHCTpYKUWEeR no anioMuHueBok. Kaxgpas
fIPUMEHEHNID MOMELLAIOT B Nauky U3 Ty6a BMecTe ¢
KapToHa VHCTPYKUYMer no
fIPUMEHEHMIO NoMeLLeHa B
nayky U3 KapToHa




€) aKpuxuH

Mz sabomson o g

[Oara Beinycka: 2020-06-15
[Oata pacnevaTku: 2020-06-15
CrpaHwnua: 4/6

LEHTP KOHTPO/IA KAYECTBA
AO «AKPUXUH»

Ceptudumkar ananusa Al Ne: 510 12225
AKPWAEPM® MEHTA KPEM /151 HAPY)XHOMO MPUMEHEHMWS 0,05 % + 0.1 % TYBA

fpogykKr: 15T
MHageke: BTGN-0200-000 CpoK rofiHocTH:
Ne cepuu: 3330620

2022-06-01

PesynbTaThbl MCNbITaHWMA

HaumeHoBaHue nokasartens TpeboBaHuA HOPMATUBHON AOKYMEHTALMM

PesynbTaThl MCnbITaHWA

MepsuyHas ynakoeka (Ty6a). Ha Tybe
YKA3bIBaT NpeanpuATUe-Npon3BoANTErb,
ero agpec, TenedoH U chakc, TOprosoe
HanMeHoBaHWe npenapaTa
npeaynpenuTenbHOn MapkupoBkor ®,
nexkapcTBeHHYr hopMy, KOHLEHTPaLWIO,
Ha3BaHWA OeWCTBYIOLLNX BELLECTB U X
copepxaHue B 1 rpaMme npenapaTa B
Munnurpammax, "betamerasoH”,
"TeHTaMuULuKH", Maccy npenaparta B
rpaMmmax, yCroBua XpaHeHus, ycnosus
oTnycKa, "XpaHUTe B HEAOCTYNHOM ANsA
peteint mecte”, "lMpoTuBoannepruyeckoe,
npoTusoBOCnanuTenbHoe,
aHTubaKTepuansHoe OeicTBue", HoMep
cepuin U CPoK rogHoOCTHU

Mapriposka 1

MepBrdyHan yrnaxkoBka
(Ty6a). Ha Tybe yKka3saHbl
npeanpusaTue-NPon3IBoaNT
ernb, erc agpec, TenedoH
u chakc, ToproBoe
HanmeHOoBaHue npenapaTa
C NpeaynpeauTenbHoR
MapKkuposkon ®,
nekapcTBeHHaA dopma,
KOHUEHTpaUWa, Ha3BaHus
AEeACTBYIOLUX BELLECTB U
ux cogepxasve g 1
rpamMme npenapara B
MUNArpaMmax,
"beTtameTasoH”,
"TeHTaMuumH", macca
npenapaTa B rpaMMmax,
YCNOBWA XpaHeHus,
YCAOBWA OTNYyCKa,
"XpaHWTb B HEAGCTYNHOM
ONA getel mecte”,
"MpoTuBoannepruyeckoe,
NpOTMBOBOCNANWUTENEHOE,
aHTubakrepnansHoe
neicTene”, Homep cepun n
CPOK rofHOCTU




€) aKpuxuH

Pz sabomyon o Moy ,[I,aTa BbIMYCKa: 2020-06-15
[ata pacneuarku: 2020-06-15
LEHTP KOHTPO/IA KAYECTBA CrpaHnua: 516

AO «AKPUXUH»

Ceptudukar ananmsa Al No: 510 12225

AKPUOEPM® MEHTA KPEM ANA HAPY>XHOIMO NMPUMEHEHWA 0.05 % + 0.1 % TYBA

MpoayKT: 15T
WHpexc:
Ne cepuu: 3330620

BTGN-0200-000

Cpok rogHoCTH:

2022-06-01

Pe3ynbTaTbl UCMILITAHMIA

HanmeHoBaHWe nokasaTena

TpebGosaHuA HOPMaTMBHOWN fOKYMEHTaLUN

PeaynbTaTbl HCMIbITAHWUIA

Mapkuposka 2

BropuuHas ynaxkoska (KapToHHasa nauka). Ha
nauke ykassiBaloT npeanpusatve
Mpov3BoAUTENDL, €ro aapec, TenedoH 1
chakc, Toproeoe HauMeHoBaHue npenapaTa
C NpeaynpesuTenbHOW MapkupoBKol @,
rPYNNMpoBOYHOE HauMeHoBaHue,
nekapcTBeHHyo hopMy, KCOHUEHTpaLUULo,
Ha3BaHMA AeACTBYIOLLMX BELUECTB M KX
cofepxanue B 1 rpaMme npenaparta B
MUINUTPaMMax, nepeyeHb
BCTIOMOraTenbHbIX BELUEeCTs,
"beramera3scH”, "leHTamMuUKMH", Maccy
npenapaTta B rpaMMax, ycrnosus xpaHeHus,
YCMOBUA OTNYCKA, "XPaHUTb B HEQOCTYMHOM
098 netelt MecTe",
"lMpoTuBOoannepru4eckoe,
npoTueoBOCRanUTenbHoe,
aHTubaKTepuanbHoe geiicTene”,
pervcTpauuoHHbI HoMep, HoMep Cepuu,
Ccpok rogHocTy, "lNepel npuMeHeHneMm
O3HAKOMMUTBCA C MHCTPYKUMeR" 1 LUTPUXOBON
Kod. [JJononHUTEnbHO MOryT BbiTh HaHeCeHb!
cpencresa uaerTuduKaumMm

Bropuynan ynakoBka
(kapToHHaA nayka). Ha
nayKe yKasaHb!
npeanpusaTue
NMpou3BoauTeNb, ero
apgpec, TenedoH U dhakc,
TOProBOE HaUMEeHOoBaHue
npenapara ¢
npeaynpeauTensHon
MapKkupoBKoit ®,
rpyNnNpoBoYHoe
HanuMeHoBaHWe,
neKkapcTeeHHas cdoopma,
KOHLIEHTPaLUWA, Ha3gaHuA
AeicTBYIOLMX BELUecTB U
VX cogepxaHve B 1
rpaMme npenaparta B
MUNIUrpamMmax, nepedYeHo
BCMOMOraTesbHbIX
BelecTs, "BetameTtasoH",
"leHTamuumA", Macca
npenapata B rpaMmax,
YCINOBWA XpaHeHus,
YCINOBUA OTNYCKA,
"XpaHuTb B HEAOCTYNHOM
AnA aetel mecre”,
"TpoTuBOanNnepruyecroe,
NpoTUBOBOCNANWTENbHOE,
anTubakTepuansHoe
nencTene”,
perucTpauuoHHbIA Homep,
HOMEp CEpUuN, CPOK
rogHocTu, "Mepeng
npuMeHeHUeMm




€) aKpuxuH

o sebotmren ¢ Fop [Larta BbinycKa: 2020-06-15
[ata pacnevaTku: 2020-06-15
LEHTP KOHTPOJIA KAYECTBA CrpaHuua: 6/6

AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 510 12225
AKPWAEPM® MEHTA KPEM ANSI HAPY)KHOI O NMPUMEHEHWS 0,05 % + 0.1 % TYBA

MpoaykT: 15
Ungexc: BTGN-0200-000 Cpok rogHocTu: 2022-06-01
Ne cepuu: 3330620

Pe3ynbTaThl UCMIbITAHUIA

HavmeHoBaHue nokasaTena TpeﬁOBBHHﬂ HOpMaTVIBHOﬁ AORYyMEHTal PEBVJ'!I:TaTbI WCAbITAaHWA

O3HAKOMUTBECA C
MHCTRYKUMER" 1
LUTPUXOBOW KOL,

UcnbitaHua soinoanedsbl no: JIC-000523-110912, Mam. Ne 1, 2, 3,4, 5. 6
Homep PY (Per. ya.): NNC-000523

Per. yg. om: 15.12.2016
3aknoueHune; cooteetcTeyeT Tpeboeanuam JIC-000523-110912, Uam. Ne 1, 2,3,4,5, 6

Mposepun YTeepaun

HauvanbHuk JTIKKIT YepHbix J1.I.
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