AO «cAKPUXHH»
ISC «AKRIKTHINS

SOPOOLTI0

PAZPEHIEHHE HA PEAJTH3AIAIO Ne 1942-2021
(CERTIFICATE OF COMPLIANCE)

[-HAHMEHOBAHHE NPOJIYKILHH T
FINAL PRODUCT NAME:

AKPHIEPM® [ FHTA KPEM TS HAPYZKHOTO
MPUMEHEHHS 0.05 % + 0.1 % TYBA IS T

MEAL DY HAPOTHOE HETATEHTOBAHIOE
HAIMEHOBAHE:
INTERNATIONAL NON-PROPRIT TARY NAME:

HOMEP CEPHH:
BATCH No:

Berameraszon = [ eHTaMHLIMH

000621

KO NPOIVKTAITE
FINAL PRODUCT CODE:
YIIAKOBRA:
ENVELOPE:

TOIAEH 10:

EXPIRY DATE:

OBBLEM HOJIYUEHHOI TPOIVRIIH
(VIIAKOBKH):

FINAL QUANTITY (UNITS):

I R S

BTGN-0200-000

15 r = TyOnt (1) - nadKH KapTOHHbIC

01.06.2023

20.6 ThIC YIHAR

PETHUCTPAIIMOHHOE YVIOCTOBEPEHHE:
MARKETING AUTHORIZATION No:

JIC-000523

HAHNMEHOBAHHE M APEC JEPIRATESA
PEFHCTPALIMOHHOIO VIOCTOBEPEHIHHA:

A0 "AKPUXHH" RU, 142450, MockoBekast oG, r. Crapas

Kynasa, yi1. Knposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAHMEHOBAHHE

(Bbmy(‘.ﬂ.uoumﬂ KOHTPO.JIb KAUYECTBA

NAME AND ADDRESS OF MANUFACTURER (REI
| QUALITY CONTROL):

W AJPEC NMPOU3BOAHTE. A

) r.Crapas Kynastd, ya.Kuposa, .29

EASE

A0 "AKPUNHH" [Poccus] MockoBekas o6, HoruHekuit p-i,

LM_QHML__AJ,JMM 1. L

HH®MOPMAILIA Ob HCHOJIb3YEMBIX AGCH H-BAJIK [TPOIYRUIH

RO LA®C/HH-BATK
NPOIYRILHIE:
APV IN-BULK CODE:

BAJTK PO, TY KT
AP IN-BULK NAMIL:

_APUIN-BULK PROT
HAHMEHOBAHHE A©CMH-

HUCTION USED IN PRODUCTION:

HH-BAJTR [IPOTY KL
APTIN-BULK MANUFACTH IRER:

SBTC-3712-280 GETAMETA3OHA

i

| COUNTRY:

(niﬁxﬁmﬁﬁiﬁﬁﬂ“m

ADC/ HH-BAJIK | 1POIVKIHIL

APl IN-BULK 1\4/\NUFACT1'RI'~‘.R#l

Tlanuas cepisi Oblia MpowIBCICHA,

This batch was manufactured - including packaging

¢GMP requirements of the intended market and with the Marketing Authorisation.

11pou3IBOICTBO CePHM, YNAKOBKRA W aHAAMIL! HLLH

The batch processing. packaging and analysis records

KaueeTBo NPOAYKTA COOTBETCTBYCT TpehoBAHUAM

BRAKYAN VAAKOBRY H KOHTPO.IE
AoHIAJKE B TTOTHOM COOTBETCTBHH € TpeboBanuaAMHI cG

Symbiotica Spcciaii'i'\- Ingridients Malysia
JATIPOTTHOHAT Sdn. Bhd ) i
SBTC-5726-280 T TEHTAMMALIMHA CYIEOAT | ACS DOBFAR S.p-A. lialy ]

KavecTBa,
and quality control at the above-mentioned site(s) in

[poBepeHBI H MPHIHAHLI coorsercryomumi cGMP.
have been reviewed and found to be in compliance with cGMP.
JIC-000523-260220

LA T e e Re—

The quality of the product conforms to the Specification

HacTosiuim NMoATBEpAa0,

YTO BhlllieYKa3AHHAA cepust pd jpenena

K peaJiit JALHn

I hereby certify that the above mentiongd batch is released to the market.

Vo aHoMovdeHHoe o L

ap

Name

Hara suinycka:
Jlata pacnieuarku:
Pacneuarai:

18.06.2021 12:55:24
18.06.2021 14:17:18
J1.B. hapanoera

Hinaxosa 0.C.

JaTa: b UL
Date

Mpukas Ne 99 o7 07.03.2018
Order

Ha BLINEYRA3AHHOM [POHIBOICTBEHHOI
MP 1eseBoro pbiHKa perHCTPALHOHHON JAOKYMenTanneit.

full compliance with the

Muet 1 w3 1




&Y aKpuXuH

Miean dz6aTaren o eans

UEHTP KOHTPOAA KAYECTBA
AD «AKPUXWH»

CepTudukar aHanusa AT N2
AKPVUIEPM® MEHTA KPEM

NpoayKT: 15T
UHAeKC: BTGN-0200-000
Ne cepuu: 2990621

O6bem cepuu:

[ara aHanausa: 2021-06-10

29.6 ThIC YMNAK

Narta sbinycKa: 2021-06-15
[laTa pacne4aTku: 2021-06-15
Crpanwua: 116

- 510 15461

CpoK rogHoCTH:

[lata NpoW3BOACTSa:

ANS HAPYXHOTO NPUMEHEHWA 0,05

% + 0,1 % TYDBA

2023-06-01

2021-06-05

PesynbTathl UCnbITaHUM

HaumeHoBaHWe noKasaTens

Tpe6osaHuAa HOPMaTHBHOM AOKYMEHTALUA

PesynbTaTthl venbiTaHui

Onucanve

Kpem Benoro uni noyT Benoro UBeTa

Kpem niouTu Henoro useTa

MoanuHHocTe 1

BetameTtasoHa AunponnoHat. Bpems
yAepKUBaHUsS OCHOBHOFO nunKa Ha
xpomaTorpamme ucrsITyemMoro pacreopa
OMKHO COOTBETCTBOBATL BpeMeH!
yAepKneaHuA OCHOBHOMO nuka Ha
Xxpomararpamme pacrsopa CO
feTameTaszoHa gunponuoHata (pasgen

Bpems yaepxuBaHna
OCHOBHOTO MWKa Ha
Xpomarorpamme
MCMBITYEMOro pacTBopa
cooTeeTCTBYET BpeMeH
yAepPKNBAHUA OCHOBHOTO
AvKa Ha XpoMaTorpamme

«KonuyecTeeHHoe onpeaenexue) pacteopa CO
BerameTasoHa
aunponuoHaTa
MoanuHHOCT 2 MeTunnaparapoxcnbersoar. Bpema Bpema yaepxusatvAa
ynepKyBaHmsa OCHOBHOTO nunKa Ha OCHOBHOrO NKKa Ha
Xpomarorpamme vcneiTyemoro pacraopa XpomaTtorpamme

JOMKHO COOTBETCTBOBATE BpeMeHN
yoepxusaHuns OCHOBHOTO nviKka Ha
xpomarorpamme pacTeopa co
MeTunnapariapokcnbeHsoaTa (paszpen
«KonuyecTeeHHO onpe,uenenue»)

MCMbITYEMOrO pacTeopa
COOTBETCTBYET BPEMEHN
YAEPKUBAHUS OCHOBHOMO
MUKa Ha XxpomarorpamMme
pacrsopa CO
MeTurnaparuapokcbenso

arta J




&Y aKPUXUH

PesynbraThl WcnbiTaHuid

Pigam 2e8aen o Mg ,U,a?a BbiNycKa: 2021 -086-15
[lata pacniedarsu: 2021-06-15
LEHTP KOHTPOA KAYECTBA CtpanHuua: 2/6
AOQ «AKPUXWH»
Ceprudukar aHanusa Al Ne: 510 15461
AKPVUOEPM® FEHTA KPEM ONA HAPYHQOIo NPWMEHEHWA 0,05 % + 0.1 % TYBA
NpogyKkT: 1510
UHaeKe: BTGN-0200-000 CpoK FOLHOCTH: 2023-06-01
No cepuu: 2090621
-

HaumeHoBaHue NoKazaTens

TpebesaHuna HOPMATUBHDH AOKYMEHTAUMM

PesyneTaTel WCnbITaHUA

MoAnUHHOCTE 3

[eHTaMuumHa cynbdat. Ha XPOMETOrpaMme
npenapata AoMKHbI obHapy®veaTbca 3
NATHA, CODTRETCTBYIOWME No NONOKEHWO
AATHAM Ha XxpomaTorpamme co
reHTaMuLmMHa cynstata

Ha xpomarorpamMe
npenapata
ofHapyxusaloTes 3 NATHA,
cooTBETCTBYOWNE NO
NONOKEHWIO NATHAM Ha
XxpoMarorpamme cO
renTaMuLMHa cynbdara

Macca CoOAepPXuMoro He menee 90 % OT ykasaHHOMo Ha 3ITVKETKE 100 %
ynakoskn (%]
CpepHsag macca He meHee 15T 151
conepHUMoro Tybel

OpHopoaHOCTE MpenapaTt AOMKEH HbiTb OAHOPCAHDIM CooTBeTcTayeTr

TpeboBaHWAM

pH OT 4,5 no 6,0 (10 % sogHoe nisnayeHue) 53
OBLee YMcno aspebHbiX He 6onee 10°2KOE8 1r CooTseTcTBYeT
MUKPOOPraHi3MoB 3] TpeboBaHUAM
OBbLee YACNO APORCKEBbIX He 6onee 108 KOEB 1T CoorseTcreyer
1 nnecHesbix rprbos {r] TpebopaHuAM
Pseudomonas aeruginosa OtcyTcteue 8 17 CooTBeTCTBYET
glr TpeboBaHnAM
Staphylococcus aureus 8 1 | Orcyvereues 17 CooTBeTCTBYET
r TpeboBaRUAM
KonudecTBeHHOE Copepxanue GeTamerasoHa aunponuoHata 0.00050 1

onpeaenexue 1 I

g nepecyere Ha beTameTasoH 8 1
npenapaTa - T 0.00045 r ao 0.00055 1




&Y aKpUXUH

feaan 3ubten o Tona [ata seinycKa: 2021-06-15
[ata pacnedaTku: 2021-06-15
UEHTP KOHTPONA KAYECTBA Crpanvua: 3/6

AD «AKPUXWH»

Ceprudukar anannza Al N2: 510 15461
AKPVAEPM® FEHTA KPEM ANA HAPY)KHOMO NPUMEHEHIS 0,05 % + 0,1 % TYBA

Mpoaykr: 151
MHaexc: BTGN-0200-000 CpoK rogHoCTH! 2023-06-01
Ne cepum: 2890621

PesynbTaTsl UCNbITAHWA

HavmeHoBaHWe NoKaaTenn

TpeBoBaHis HOPMaTHBHON AOKYMEHTALUN

PesyAsTaThl UCMbITAHUHA

Konu4ecrseHHoe CopepxaHue MeTwnnaparuapokcibensoara 0.0020r
onpeaenenue 2 [r] g 1 r npenapata - o7 0,0018 r A0 0,0022r

KonuyecreeHHO® CopepKaHue redTaMmuunHa cynecpata 8 0.00110r
onpegenexHve nepecyeTe Ha reHTaMuulib B 1 r npenapara -
(Buonarudeckuiz) o7 0,00090 r 8o 0,00135

Ynaxkoeka Mo 15 wnu 30 r 8 TyBY anioMnHUEBYO. Mo 151 B Tybe

Kawaywo TyDy BMeCTE C WHCTRYKUWENR no
NPUMEHEHNIO NOMELLAKT B NaUky U3
KapToHa

anoMiHnesoi. Kaxaas
TyBa BmecTe C
MHCTPYKUMeR No
NpUMEHeHWIo NoMellieHa 8
nadky U3 KapToHa




&Y aKPUXUH

Pacam ssbamiren o M AaTa BblinycKa: 2021 -06-1 5
[ara pacneyarin: 2021-06-15
LEHTP KOHTPOAA KAYECTBA CrpaHuua: 4/6

AD «AKPUXWH»

CepTduKaT aHanm3a Al Ne: 510 15461

AKPUAEPM® MEHTA KPEM AN HAPYKHOMO NPUMEHEHWA 0,05 % + 0.1 % TYBA
MpogyKT: 15

Whgexc: BTGN-0200-000 Cpox rofHOCTH: 2023-06-01
Ne cepuu: 2990621
PeayALTaTLl UCNLITaHK
HaumeHOBaHUe noKasaTens TpebBosaHun HOPMaTHBHON AORYMEHTaLIMM PesyneTaTthi UCNbITAHKA
MapikmpoBska 1 [MepauyHas ynakoeka (ty6a). Ha Tybe Mepeu4HaA ynakoBka
yKa3oIBAKT npeanpuUATUE-NPON3BOANTEND. (tyba). Ha Tybe yrasarsl
ero agpec. TenedoH 1 chakc, Toprosoe npeanpyATUe-NPON3BOANT
HauMeHoBaHwe npenaparta ¢ ens, ero agpec, TenedoH
npeaynpenuTe/ibHOM mapkposkoi ®, u chakc, Toprogoe
nexapcTeeHHyo hopMy, KOHUEHTRaUWO, HayMeHoBaHwe npenaparta
HasBaKWA AeNCTBYIWNX BELWECTB U WX c npenynpep.menbnoﬁ
conepxanue B 1 rpamMme npenapata g maprvposkoi ®,
MunaurpamMax, "BeTameTaszoH", nexkapcTeeHHan chopMa,
"leHTaMUUnH", Maccy npenapara B KOHUEHTpauma, HassaHna
rpammax, yCroBua XpaHeHua, yenosus nefcTByoWMX BewecTe u
oTnycka, "XpaHuTb B HefOCTYNHOM ANA ux conepwanue 8 1
peTeit mecte", “MpoTHBCaNNepruieckoe, rpaMme npenapara 8
NpoTUBOBOCNANNTENBHOE, MUNNUrpaMMax.
anTubBaxkTepuansHoe neicrsne"”, HoMep "BerameTasoH",
cepwi 1 CPOK rofHOCTU “FeHTamuuvH”, macca
npenaparta 8 rpaMmax,
YCNOBWA XPaHerWA,
YCIOBUA OTNYCKA,
"XpaHuTb B HEAOCTYMHOM
ans pered mecre”,
"[poTUBOANNEPINHECKOe,
npomsoaocnanwrenbl-loe.
aHTrbaxkTepuanpHoe
fencTtare”, Homep cepui v
CPOK FOAHOCTH




€Y aKPUXUH

ez 226atrTen © Mognx

LEHTP KOHTPONIR KAYECTBA

AO «AKPUXWH»

[ata sbinycra: 2021-06-15
[ata pacredarxu. 2021-06-15
CTpanuua: 5/6

Ceprudukar ananusa Al Ne: 510 15461

AKPVAEPM® MEHTA KPEM [IN1St HAPYKH

TTpoayKT: 15T
WHpexc:
Ne cepum: 2990621

BTGN-0200-000

CpoOK rogHoCTH:

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

2023-06-01

PeaynbTaThl MCMbITaHKIA

HanmeHoBaHUE NoKa3aTens

TpebosaHuA HOPMATHBHON [OKYMEHTaLMM

PesynkTaThl MCAbITAHWA

MapkupoBKa 2

BropydHasn ynakoBka (kapToHHas nauka). Ha
nayke ykaswiBaioT NpeanpuAThe
NpoV3BOAUTEND, ET0 aApec, TenedoH U
chakc, TOProgoe HaumeHoBaHne npenapata
C npenynpeanTenbHoN MapkvpoBkoi ®,
rpyANMpOBOYHOE HauMeHOBaHWe,
fieKapcTBEHHYIO POPMY, KOHUBHTPALWIO,
HasBaHWA ASWUCTBYIOLMX BELLECTB 1 NX
copepxarue 8 1 rpamme npenapara B
MunnurpaMMax, nepeveHe
BCMOMOraTenbHbIX BELLeCTs.
“Beramerazon”, "TeHTaMuunH", Maccy
npenapaTa B rpamMmax, yCroBus XpaHeHus,
ycnoBua oTnycka, "XpaHuTes B HeAoCTyNHOM
ans geteii mecte”,
"MpoTuBoanepruyeckoe,
NPOTUBOBOCNANUTENBHOR,
aHTHBaKTepuansHoe peicrave’,
PerncTpaLvoHHbI HOMEP, HOMEP cepun,
cpok rogHocty, "Meped nprMeHeHnem
O3HaKOMUTLER C UHCTPYKUMER" 1 LUTPUXOBOW
xo4. flononHuTensHo MoryT BbiTe HaHeceHb
cpepcTaa naeHTUduKaumn

Bropu4Has ynaKoBKa
(kapToHHas nauka). Ha
navke ykasaHsl
npegnpvaTe
npovssoauTenb, ero
anpec, TenedoH 1 akc,
TOProBOe HauMeHoBaHWe
npenapara ¢
npe,qynpe.nmeanoﬁ
mMapkupoeko ®,
TpyNNpoBoOYHOE
HaumeHoBaHue,
nexapcTeeHHas opma,
KOHLUeHTpauWA, HasBaHuA
NeWcTBYIOWMUX BELECTE U
WX cofepwanve 8 1
rpamme npenapaTa B
MUNAUrpaMMax, nepeyeHb
BCrnoMoraTenbHbixX
seluecTs, "BeramerasoH",
"reHTamMuuMH’, Macca
rpenapara B rpammax,
yCcroBuA XpaHeHus,
YCMoBuA oTnycka,
"XparuTb B HEROCTYNHOM
AnA aetei mecre”,
"MpoTUBOANNEpPrNHECcKoE,
NpOTWBOBOCNANUTENBHOE,
aHTubakrepuanoHoe
peicrave”,
perncTpauvoHHblit Homep,
HOoMep cepui, CpOK
rogHocTy, "Tepea
npUMeHeHneM J




D akpuxuH

flaTta sbinycka: 2021-06-15
[laTa pacnevaTru: 2021-06-15
UEHTP KOHTPO/IA KAYECTBA Crpakuua: 6/6

AO «AKPUXWH»

Ceptudukat anannsa Al Ne: 510 15461

AKPUAEPM® MEHTA KPEM 1A HAPYXHOIO NPUMEHEHWS 0,05 % + 0,1 % TYBA
MpogyKT: 15T
WHaeke: BTGN-0200-000 Cpok rogHocTH: 2023-08-01
Ne cepuu: 2890621

PesynsTaThl MCNbITAHWIA

HaumeHOBaHMe NOKasaTena Tpeboasarna HOPMaTUBHOM ACKYMEHTaLMM PesynbTaThl UCMbITAHWA

O3HAKOMUTLECA C
MHCTPYKLUMeR" n
WTPUXCBON KOA.
[ononsuTensHO HaHeceH k!

cpenctea Vt,ﬂ&HTMdJMKaU,MW

XpaHeHue Mpu TemnepaType 0T 15 *C oo 25 °C Mpw Temnepatype oT 15
°Cpo2s °C
CpoK rogHocTH 2 roaa . 2rona

WcnbiTaHua soinonkeks no: 1C-000523-260220
Homep PY (Per. ya.): NC-000523

Per. ya. oT. 26.02.2020
3aknioueHue: cooteeTcTeyeT TpebopaHuam /1C-000523-260220

Mposepun YTBEpAKA

HavaneHuk [IKKM YepHeix SLI.

PyKosouTeNb
pa KGHT;’,‘-OHR Ka4ecisa




