AQ «ARKPHXHH»
JSC « AKRIKTIING

PASPEHIEHHE HA PEAJTU3ALIMIO Ne 2353-2021

(CERTIHFICATE OF COMPLIANCL)

SOPOO1790

HAHMEHOBAHHE [TPOJINKIMM LI
FINAL PRODUCT NAME:

AKPHJIEPM® KPEM TS HAPYKHOIO IMTPUMEHEHMS 0.05 %%

I'YBA 30T

MEAR Y HAPO,IHOE HEINATEHTOBATIIOE betameTason ,
HAHMEHOBAHIE: |
INTERNATIONAL NON-PROPRIFTARY NAME: ?
HOMEP CEPHH: 3390721

BATCH No:

KO TNPOIYKTA I'lT:
FINAL PRODUCT CODE;

YIHAKOBRA:
ENVELQOPE:

BTDP-0200-000

30 1 - TyObl AOMUHKEBIE () - MaUKH KapTOHHBIC

FOAEH 10:
EXPIRY DATE:

01.07.2025

OBBEM HHOIYYEHHO HPO Y KILHH
(YITAKOBKH):

FINAL QUANTITY (UNITS):

14772 ThIC ¥TIAK

PETHCTPAHHOHHOE YJIOCTOBEPEHHE:

T PNO00663 01

MARKETING AUTHORIZATION Na:

HAHNMEHOBAHHE W AJIPEC AEPKATEJIS
PETHCTPAIIHOHHOIO YIOCTOBEPEHUHA:

Kynagsna. yvi. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER

AO "AKPUXHH" RU, 142450, Mockosckas o6, r. Crapas

HAHUMEHOBAHHE W AJIPEC HPOHIBO/JIHUTEJIS
{BBINYCKAIWHIT KOHTPO.TL KAUYECTBA):

NAME AND ADDRESS OF MANUFACTURER (RELEAST

QUALITY CONTROL):

AQ "ARKPHUNHH" [Poccua] Mockosekas oon., Horunckuii p-w,
r.Crapas Kynasuna, ya.Kapoea, n.29

APLIN-BULK PRODUCTION USED IN PRODUCTION/

HHO®OPMALHSA OB HCHTOJIB3YEMBIX A®C/HH-BAJIK ITPOJIYKUHH

KO L ADMC/HH-BAJIK
HPO,IYKILHIT:
APIIN-BULK CODE:

HANNMEHOBAHIE A®C/ATH- HPOHIBOAUTE/L ADC/
BATR TTPO TN KITLHIH: HH-BAJTK HPOIYRKUI:
AP IN-BULK NAMI:: APVIN-BULK MANUFACTURER:

CTPAHA TIPOH3BO,IHTE 1A ]
AMC/ HH-BAJIK TTPOIYKITHIH:
AP IN-BULK MANUFACTURER
COUNTRY:

SBTC-5712-280

BETAMETABOHA
JIMTTIPOTTHOHAT

Symbiotica Speciality Ingridients

Sdn. Bhd

Malysia

Aannan cepns Gblaa NPoONIBEdEHA, BRIOYAA VIIAKOBKY W KOHTPO.b KANECTBA. HA BbIMIEYKAIAHHON NPON3IBOACTBEHNON
ILTOA/INE B MOJHOM COOTBETCTRHN ¢ TpehosanusaMi ¢GMP uesesoro puinKa W PerucTpalHoHHoil ToKYMeHTaHeil.

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.

[IpowssoacTBo cepui, ynakoBKa o AHATHIBE GLLTH POREPEHbLI W HPHIHAHDI coorBeTcTBYomMi cGMP.

T'he baich processing, packaging and analysis records have been reviewed and found 1o be in com pliance with cGMP.
KauecTso npojayxTa cootsetcTByYeT Tpedosanuny P NO00663/01-110912, My, N 1,2.3.4.5.6.7. 8.9

The quality of the product conforms to the Specification

Hactostm MOATBEPAIAAN, YTO BLIEYRKAZAHHAA CEPHA pajpelieHa K peaaHianun

I hereby certify that the above mentioned batch is released to the marker.
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€Y aKpUXUH

Mo sabomren o Mo

LEHTP KOHTPONA KAYECTBA

AO «AKPUXUH»

[ara sbinycka: 2021-07-19
[arta pacneyatku: 2021-07-19
Crpanuua: 1/5

Ceprudmkar ananusa A" N2: 510 15778

MpoaykT: AKPUIEPM® KPEM 41189 HAPYXHOIO NPUMEHEHWS 0,05 % TYBA 30 [
MHaeKc: BTDP-0200-000 Cpok roaHocTu: 2025-07-01

Ne cepuu: 3390721

O6vem cepuu: 14.772 ThIC YNAK LaTa npouseogerea: 2021-07-03

Oara aHanusa:

2021-07-19

PesynbTaTbl MCNbITaHUIM

HanmeHoeaHue nokasatens

TpeboBaHuA HOpMaTUBHOW AOKYMEHTaUNK

PesynbTathl ucnbiTanmi

Onucanue

Kpem 6enoro unu noytu 6enoro useTta

Kpem noutu 6enoro useTa

MoanuHHOCTL

OcHoBHOE NATHO Ha XpoMartorpamme
npenapaTa AOMKHO COOTBETCTBOBATL MO
NONOXEHWIO  OCHOBHOMY NATHY Ha
xpomaTtorpamme CO BeTtametasoHa
AvnponuoHara

OCHOBHOE NATHO Ha
Xpomarorpamme
npenaparta cooTBeTCTByeT
Mo MONoXeHNIo OCHOBHOMY
NATHY Ha XpoMaTtorpamme
CO 6eTtameTasoHa

AvnponuoHaTta
Macca copepxumoro He meHee 90 % OT ykasaHHOro Ha 3TUKeTKe 100 %
ynakoekm [%]
CpenHAA Macca He meHee 30 r 30r
cofepXumoro Tybbi [r]
pH O1 5.0 80 7.5 (10 % BogHOE M3BnedeHue) 6.7
OpHopogHocTb Mpenapat gomkeH 6biTe OAHOPOAHBIM. CootsercTByer
TpeboBaHuAM
MeTunnaparnapokcnbenso | CogepxaHue MeTunnaparuapokcubersoata | 0.20 %
ar B npenapate ot 0,16 % fo 0.24 %
Obuwee yncno aspobHbix He bonee 10"2B 11 Cooteerctayer
MUKPOOpPraH13mosB [r] TpebosaHWAM
Obuiee yncno aporokesbix | He 6onee 10A1 81T CootBeTcTBYET
" nnecHesbIX rpubos [r] TpeboBaHuAM
Pseudomonas aeruginosa | OtcyTcTeues 1r CooTeerctByer

Blr

TpeboBaHUAM




€Y akpuxuH

Nosw 38661770 o Mhogas

UEHTP KOHTPONA KAYECTBA

AO «AKPUXWUH»

[ara sbinycka: 2021-07-19
Aara pacneyaTku: 2021-07-19
CrpaHuuya: 2/5

Ceprudukar aHanusza Al No: 510 15778

MpogykrT:
UHaexc:

Ne cepuu: 3380721

Cpok rogHocTu:

AKPUAEPM® KPEM ANS HAPYXXHOIO MPUMEHEHUS 0,05 % TYBA 30 I

BTDP-0200-000 2025-07-01

PesynbTaTh! McnbiTaHuit

HaumeHosaHue nokasatens

TpebosaHua HOPMaTUBHOMN AOKYMEHTaLUM

PesynbTaTel ucnbiTaHmMii

Staphylococcus aureus 8 1 OtcytctBues 11 CootBeTcTeyer
r TpeboBaHuAM
KonuyecrteeHHoe Conepxanne 6eTameTasoHa avnponuoHaTta | 0.00050 r
onpepgeneHue 8 nepecyete Ha HberameTasoH s 1r

npenapara - ot 0,00045 r ao 0,00055 r
Ynakoska Mo 15, 30 wnu 50 r B Ty6y anioMuHueByio. Mo 30r B Tybe

Kaxayio Tyby BMecTe ¢ MHCTpyKUMerR no
NPUMEHEHUIO NOMELLIAIOT B NaqKy U3
KapToHa

antoMuHueson. Kaxaasn
Tyb6a BMecTe
WHCTPYKUMER no
NPUMEHEHUIO NOMELLEHb! B
nauky 13 KapToHa




€Y akpuxuH

Moz sabammen o Mognk [ara sbinycka: 2021-07-19
AaTa pacneyaTku: 2021-07-19
LEHTP KOHTPO/IA KAYECTBA CrpaHuuya: 3/5

AO «AKPUXUH»

Ceptudukar ananusa A" Ne: 510 15778

Mpoaykr:
UHAaekc: BTDP-0200-000
Ne cepuu: 3390721

Cpok rogHocTwH:

AKPUAEPM® KPEM ANA HAPYXXHOIO NPUMEHEHWA 0,05 % TYBA 30
2025-07-01

Pe3ynerathl ucnbitanuii

HanmeHosaHue nokasatens

Tpe6osaHua HopmaTuBHOM ACKYMEHTaUHK

PesynbTatsl ucnsitammit

Mapkuposka 1

MepBudHan ynakoska (Ty6a). Ha Tybe
YKa3sbiBalOT NpeanpusaTue — NpoussoauTens,
€ro ajpec, TenedoH u ghakc, Toprosoe
HanMmeHoBaHWe npenapara ¢
npeaynpeanTensHoi Mapkuposkoli ®,
MeXxAyHapo4HOe HenaTeHToBaHHOe
HauMeHoBaH1e, NekapcTBeHHyo dopmy,
KOHUEHTPauuio, HasBaHwe aeicTByloWero
BelulecTBa n ero cogepxaHue B 1 rpamme
Npenapata B MUNIMrpamMmax, Maccy
npenapara a rpaMmmax, YcnoBvA XxpaHeHus,
YCnoBua otnycka, «XpaHuTb B HEAOCTYNHOM
Ans AeTell MecTe», HOMep Cepum, CPoK
roaHocTi U «lMpoTueoannepriveckoe,
nNpoTMBOBOCNANUTENbHOE AEHCTBUE»

MNepBuyHan ynakoska
(Ty6a). Ha Tybe ykasaHbl
npeanpuATue —
npoussoauTens, ero
anpec, TenedoH u caxc,
ToproBoe HauMeHoBaHue
npenapara ¢
npeaynpeavTensHon
MapkupoBkon ®,
MeXayHapoaHoe
HenaTeHTOBaHHOe
HauMeHoBaHue,
neKkapcTeeHHan copma,
KOHUEHTpaLuWa, Ha3BaHWe
DEeACTBYIOWEro BellecTBa
W ero conepxaHve B 1
TPamMme npenapaTa B
MUNNWrpamMmax, macca
npenapara B rpammax,
YCNOBUA XpaHeHus,
ycnosuwsa oTnycka,
«XpaHWUTb B HEAOCTYNHOM
ANnA peten mecTte», HoMep
CEpUU, CPOK FOAHOCTH W
«[poTusoannepruyecroe,
NpoTUBOBOCNANUTENbHOE
AelicTaue»




€Y akpuxuH

Piogu 3a801wTes 0 Mogyia [arta sbinycka: 2021-07-19
Aata pacneyatku: 2021-07-19
LIEHTP KOHTPONA KAYECTBA CrpaHuua: 4/5

AO «AKPUXUH»
Ceprudmkar awanusa AT N2: 510 15778

Mpoaykr: AKPUAEPM® KPEM ANA HAPYXXHOMO NPUMEHEHWS 0.05% TYBA 30T
MHpekc: BTDP-0200-000 Cpok roaHocTv; 2025-07-01
Ne cepuu: 3390721

PesynbTaTbl UCNbITaHMI

HaumeHoBaHWe nokasaTtena TpeboBaHWA HOPMATUBHOM AOKYMEHTALUMM Pesynbratel UcnbiTaHmit

Mapxuposka 2 BropudHas ynakoska (kapToHHas navka). Ha | Bropuunas ynakoBeka
naqke yKasolBaoT NpegnpuaTUe - (kapToHHan nauka). Ha
npoussoavTenb, ero agpec, TenedoH v navke yKasaHbl
thakc, ToproBoe HauMeHoBaHve npenaparta npeanpuAaTHe -
C npeaynpeanTenbHOM MapKUpoBKoi ®, npoussoAwnTEnb, ero
MeXAyHapoAHOe HenaTeHToBaHHoe aapec, TenedoH 1 cakc,
HanmeHoBaHWe, NekapcTBEHHYIO opMY, TOProBoe HaMMeHoBaHWe
KOHUEeHTpaLWio, Ha3BaHue AeiCcTByIoLLIero npenapara c
BeulecTsa v ero cofepxaHue B 1 rpamme npeaynpeauTenbHon
npenapata B MUNNUrpamMmax, nepeyexb MapkKupoBkoi ®,
BCMOMOTaTeNbHbLIX BELIECTB, Maccy MexayHapoaHoe
npenapara B rpaMMax, YCNoBUA XxpaHeHws, HenaTeHTOBaHHOE
yenoeua otnycka, «XpaHnTb B HEAOCTYNHOM | HaWMeHoBaHve,
ANA AeTer MecTe», pervcTpaLuoHHbIN nekapcTeeHHan dopma,
HOMEp, HOMEp Cepun, CPOK roaHOCTH, KOHUEHTPauuA, HasBaHue
«[lepef NpUMeHeHneM 03HaKOMUTLCA C AelcTBylowero sewjectsa
MHCTpyKUWen», «poTuBoannepruyeckoe, W ero coaepxaHue B 1
NPOTWBOBOCNANWUTeNbHOE AeWCTBUE» U TpaMmme npenaparta B
LUTPUXOBOW KOA. [lONCrHUTENEHO MoryT MUunnurpaMmMax, nepevyeHo

BbiTb HAHeCeHb! CpeACTBa MAEHTUDWKALUMK | BCNOMOraTenbHbIX
BellecTs, Macca
npenapara B rpaMMmax,
YCNOBUA XpaHeHus,
YCnosus oTnycka,
«XPaHUTb B HEAOCTYNHOM
ANA netei MecTe»,
PervcTpaumMoHHbIi Homep,
HOMep cepum, CpoK
rogHoctu, «Mepeg
NpUMeHeHWeMm
O3HaKOMUTLCA €
WHCTpYyKUUEel»,
«[poTuaoanneprudeckoe,
NPOTUBOBOCNANUTENbBHOE
AeicTBue» u LTPUXOBOR




€Y aKpuxuH

My 38651YCH 0 Tagar ,ana BbINycKa: 2021 '07'1 9
[Oata pacnevarku: 2021-07-19
UEHTP KOHTPONA KAYECTBA Crpanuua: 515

AO «AKPUXUH»
Ceprudukar avanusa Al Ne: 510 15778

MNpoaykr: AKPUAEPM® KPEM NA HAPY)XHOIO NPUMEHEHWSA 0,05 % TYBA 30T
MHaekc: BTDP-0200-000 Cpok rogHocTu: 2025-07-01
Ne cepuu: 3380721

PesynbTaTbi ucnbiTaHui

HaumeHoBaHue nokasatens TpeBoBsaHWA HOPMaTUBHOI 4OKYMEHTa LMK Pe3yabTaTbl UCNbITaHMI

KoA. fononHutensHo
HaHeceHbl cpeacTBa

waeHTnukaumm
XpaHeHue Mpu Temnepatype o1 15 “C o 25 °C Mpw Temnepatype ot 15
*Cpo25 °C
Cpok rogHocTu 4rona 4rona

UcnbiTaHua seinonHenst no: P NO00663/01-110912. Mam. Ne 1,2,3,4,5,6,7.8.9
Homep PY (Per. ya.): PNOD0663/01

Per. yn. ot: 25.09.2019
3akniouerne: cooreeTcTeyeT Tpe6oBaHMUAM P NO00663/01-110912, Usm. Ne 1, 2, 3, 4, 5, 6,7,8,9

Mposepun : Yreepaun

HauanbHuk NMKKIM Yepreix N.0.

KOHTPONG
kauecrna

PykooAUTENb
EHTPa KOHTPONR Ka4ecTsa




