AO «cAKPHXHH» SOPO01790
ISC «AKRIKHINS

PA3ZPEIIEHHUE HA PEAJIN3AIIMIO Ne 1598-2021
(CERTIFICATE OF COMPLIANCE)

HAHMEHOBAHUE HPOIVRIIMH I
FINAL PRODUCT NAMI: TVBA IST

T AKPHIEPM® KPEM JUTA HAPYKHOTO TIPUMEHEHHMA 0,05 %6

MEA Y HAPO,THOE HENATLITOBAHHOFE, o beraMeTason

C HAHMEHOBATHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHIL: 2340421

BATCH No:

KO HPOAYRTA 'L BTDP-0100-000

FINAL PRODUCT CODIE:

I'O1EH /10: 01.04.2025

EXPIRY DATE:

ObbLEM HOJIYYEHHOI PO LY KIHH 20.246 TBIC YITAK i
(YHHAKOBKH):

FINAL QUANTITY (UNIISE

PEITHCTPAIIHOHHOE Y IOCTOBEPEHHE: PNOO0663/01
MARKETING AUTHORIZATION No

HAUMEHOBAHHUE 1 ATPEC AEPAKATE. I A "AKPUXHH" RU, 142450, Mockorekas oba., v, Crapas

PETHCTPALUHOHHOIO VJIOCTOBEPEHHWS: Kyvnasna, vi. Kuposa 29
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

HAWMEHOBAHHE U AJIPEC TTPOH IBOJUTE. IS AO "AKPHUXUI" [Poceuns | Mockorekas 0071, Horunekuit p-u,

(BBINTY CKAKOWHIT KOHTPOIbL KAYECTBA): r.Crapas Kynasua, yin.Kuposa. 1.29
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

HHOOPMAIHMSA Ob HCTTOJIB3Y EMBIX ADC/HH-BAJIK MPOJAVKIIUK
AP IN-BULK PRODUCTION USED IN PRODUCTTON/

KO L ADC/HH-bAIK HATIMEHOBAHHE AOC/ATH- HPOIBBOIMTE T AMC/ CTPAHA TPOH3BOINTETA
PO, LYK bBAJTK HPO Y RETHH: HH-BAJTR HPO DY KT ADC/ TH-BAJIK 1TPO YKL
APLIN-BULK CODE: API/ IN-BULK NAME: | APUIN-BULK MANUTFACTURER: APL IN-BULK MANUTFACTURER
COUNTRY:
SBTC-3712-280 BETAMETA3OHA Symbiotica Speciality Ingridients Malysia
JIATTPOTTHOHAT Sdn. Bhd

1

l

[lanuas cepust ObLIA NPOMIBEICHA, BKIIOYMAS YIAKOBKY H KOHTPO.Jb KauecTsBa. HA BBILEYKAIAHHON [TPOHZBOACTBEHHON

[LI0MAIKE B OTHOM COOTBETCTBHN ¢ TpedoBanusivi ¢GMP HeIeBOro PhIHKa I PCricTPalHoHNo AOKYMeEHTauneii.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the

cGMP requirements of the intended market and with the Marketing Authorisation.

[IPON3KOACTBO CEPUH, YIAKOBRA 11 A1a/113bl ObLTH NPOBEPEILl 1 IPH3HAHBL COOTBETCTBYIOUIIMI c¢GMP.

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

KauecTRO NPOAYKTA cooTBeTcrByer 1pefosanuav P N000663/01-11091 b 5.6.7.89
The quality of the product conforms to the Specitication

HACTOSIINM HOATBEPAAAN, YTO BRINICYKAZAHNAS CePHs Paspeniena K pea. nsaunn
I hereby cenify that the above mentioned batch is released to the market.

: (i
Yo imoMoueHnoe JIHio i Lé I'pauena E.M.  Ipukas Ne 9907 07.03.2018  lara:
Qap o Name Order Date
Jara Brinycka: 21.05.2021 16:12:07
Jara pacneuarku: 21.05.2021 16:35:59
Pacneuaran: J1.B. bapanosa
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&Y aKPUXUH

Mg 2abamaren o Mot ,Ilafa BbINYCHAZ 2021 ’05*1 8
[ata pacneyatku! 2021-05-18
LIEHTP KOHTPONIA KAHECTBA CTpaHuua: 175

AO «AKPUXWUH»

Ceptudurat ananusa Al Ne: 510 15174

NpogyKT: AKPUIAEPM® KPEM ANSA HAPYXXHOMO NPUMEHEHWSA 0,05 % TYBA 15T
MHaesxc: BTDP-0100-000 Cpok rogHocTy: 2025-04-01

N2 cepun: 2340421

Ob6bem cepru: 29.246 TbiC ¥YNAK [ata npoussoactea:  2021-04-18

Hara aHannsa: 2021-05-13

PeaynbTaTbl UCTIbITAHWHA

HaumeHOBaHWe NoKasaTena

Tpe6osaHus HOPMATUBHOW JOKYMEHTALUK

Pe3ynsTaThl UCMbITAHUA

Onucanue

Kpen 6enoro vnu neyTy 6enoro useta

Kpem noytu Benoro useTa

MoaNMHHOCTE

OCHOBHOE nMATHO Ha xpcmamrpamme
npenapata QOMKHO CQOTBETCTBOBaTL MNO
MONOXEeHWD  OCHOBHOMY NATHY Ha
xpomarorpamme CO BeTamerasona
AunponuoHaTa

OCHOBHOE NATHO Ha
XxpomMaTorpamme
npenaparta cooTBeTcTeyeT
N0 NOMOMEHUIO OCHOBHOMY
NATHY Ha XpomarorpamMme
CO BeTameTasoHa

AunponvoHata
Macca coaepumoro He meree 90 % oT ykasaHHoro Ha sTukeTke | 100 %
ynaxokw [%]

CpegHas Macca He meHee 151 15r

copepxumoro Tybb: [r]

pH OT 5,0 40 7.5 (10 % BOAHOE U3BNEYEHUe) 6.7
OAHOPOAHOCTE Mpenapat gonxeH 66ITe OAHOPOAHBIM. CoorpeTcTbyeT

TpeboBaHuAM

MeTunnaparungpoxkcnbenso | Conepiarie MeTunnaparuapokcubensoata | 0.20 %

ar 8 npenapate ot 0,16 % no 0.24 %

Obuee 4mcno aspobHbix He 6onee 1072 KOEsB 11 CootBercTByYeT

MUKPOOPrannsMos [r] TpeboBakuAM

O6wee yncno apoxokeeblx | He bonee 1041 KOEB 1T CoorteeTcTBYET

v nnecHesbix rpubos [r] TpeboBaHnAM

Pseudomanas aeruginosa | OtcytcTene s 11 CooTBeTCTBYET

Blr

TpebosaHuam




LY akpuxuH

Mo sobainres o Magmn

LEHTP KOHTPO/1A KAHECTBA

AD «AKPUXUH»

[ara evinycka: 2021-05-18
farta pacnevartxu: 2021-05-18
Crpanuya: 215

Ceptudukar ananusa Al N2: 510 15174

MNpoayxr:
WHpexc:

N2 cepuu: 2340421

Cpox roaHocTH:

AKPUOEPM® KPEM ANS HAPYXHOIMO NPUMEHEHWA 0.05 % TYBA 15T

BTDP-0100-000 2025-04-01

Pe3yibTaTbl MCMbITaHWIA

HawmeHoBaHue NnokazaTens

Tpe6osaHWA HOPMETUBHOK AOKYMEHTA UMK

PeaynbTarth! UCABITAHMIA

Staphylococcus aureus 8 1 | Orcytcreme e 1r CooTrseTcTBYeT
r TpeboBaHuam
KonuyecreexHoe Copepxanie beTameraszona gunponuonata | 0.00048 r
onpeaenexue B nepecyere Ha BerameTtaszons 1r

npenapara - ot 0,00045 r no 0,00055 r
YnaxkoBka Mo 15, 30 unu 50 r B TyBy anioMUHKERYIO. Mo 15r 8 TyBe

Kawayio TyGy BMECTE C MHCTRYKUMEN No
NPUMEHERWIO NOMELLIZINT B Navky U3
KapToHa

anomMmuHnesoit. Kaxaan
Tyba BmecTe C
WHCTPYKUMer No
NPYUMEHEHWIO NoMeLleHa B
nadqky 13 KapToHa




&Y aKPUXUH

N 2ebotnien o My

[Lata suinycra: 2021-05-18
Dara pacnevaTru: 2021-05-18
CrpaHmua: 3/5

LIEHTP KOHTPO1A KAYECTBA
AD «AKPUXUH»

Ceptudukar anaausa Al N2: 510 15174

MNpoaykT:
UHaeKe: BTDP-0100-000 Cpox rogHocTw:
Ne cepun: 2340421

AKPUAEPM® KPEM ANS HAPYXHOIO NMPUMEHEHWA 0,05 % TYBA 15T
2025-04-01

PeaynbTaTbl UCNbITEHUIA

HaumerosaHue noKasaTens TpeboBaKUA HOPMATUBHON AOKYMEHTaUWK

PesynbTaTbl UCNbITAHWA

MepeuuKas ynakosxa (Ty6a). Ha tybe
YKa3biBalT NpeanpruATUe-NpouaBoanTenb,
ero aapec, TenadioH 1 hakc, Toprosoe
HauMeroBaHwe npenapara c
npeaynpeaAnTENLHOR Mapkuposkon @,
MeXOYyHapoAHOE HenaTeHToBaHHoe
HauMeHOoBaHWe, NEKAPCTBEHHYIO hopMY,
KOHLEHTPaLWo, Ha3BaHne AeRCTBYIOWEro
BelecTsa W ero cogepxanne 8 1 rpamme
npenapara s MunMrpaMmax, Maccy
npenapaTta & rpamMmax, yC/I0BUA XPaHeHWs,
YCNOBUA OTMYCKA, «XPaHnTe B HEAOCTYTHOM
ONA AeTei MecTe», HoMep Cepul, CPoK
rogHocTH W «[poTrBoannepruveckee,
npoTMBOBOCNANUTEbHO AedcTBne»

Mapkuposka 1

MepBuyHan ynakoeska
(ty6a). Ha Tybe yrazaHbl
npeanpuATHe —
npovssoauTenb, ero
anpec, TenedioH u dakc,
TOProBoe HaumeHoBaHue
npenapara ¢
npeaynpesuTenbHon
mapkuposkor ®,
MEXAyHapoaHoe
HenaTeHToBaHHOR
HavMeHoBaHwue,
nekapcTaeHHan dopma,
KOHUEHTpauws, Ha3BaHue
AelcTayiowero selulecTsa
u ero coaepxanue 8 1
rpaMme npenapara s
MUnnurpammax, Macca
npenaparta B rpaMmmax,
YCINOBUA XPaHEHWA,
YCNOBUA OTNYCKA.
«XpaHuTb B HEAOCTYMHOM
NS feTen MecTe», HoMep
Cepui, CPOK FOAHOCTU U1
«MpoTuBOaNNepru4ecrkoe,
NpoTUBOBOCNANUTENEHOE
pnencrane»




&Y aKpUXUH

FieaAn Sobamnes & g

[ata suinycKa: 2021-05-18
[ara pacnevatku: 2021-05-18
CrpaHuua: 415

LIEHTP KOHTPO/A KAYECTBA
AO «AKPUXWH»

Ceptudukar ananuza Al Ne: 510 15174

MpoaysxT:
Uraexc: BTDP-0100-000 CpoK roaHoCTH:
Ne cepun: 2340421

AKPVIEPM® KPEM ANA HAPYXHOIO NPUMEHEHWA 0,05 % TYBA 15T
2025-04-01

PesynbTaTbl UCMbITAHWUHA

HanmeHoBaHWe NOKasaTeNn TpeboaaHna HOPMITUBHOR AOKYMEHTAUWN

Pe3ynsTaTel UCNIBITAHNA

BropuiHas ynakoska (KapTOHHas nauxa). Ha
navxke ykasbiBamwoT
npeanpUaTHe-NPoOY3BOAUTEND, Ero aapec,
tenechoH 1 hakc, TOProsoe HalMeHoBarue
npenapaTa ¢ NpeaynpeauTanisHol
MapxupoBKoi ®, MexayHapoaHae
HEeNaTeHTOBaHHOS HaWMeHOBAHWe,
NeKapCTBeHHYIo hopmy, KOHLEHTPaUWIO,
HasBaHWe NeicTayolWero BeWecTsa 1 ero
coflepxanue 8 1 rpaMme npenapara 8
MUANUrpaMMax, nepeYeHs
BCNOMOraTeNbHBLIX BELLECTB, Maccy
npenapaTa 8 rpaMmMax. yCnoBua XxpaHeHs,
YCNOBWA OTNYCKA, «XPaHUTb B HEJOCTYNHOM
LNA AeTel MecTen», PerncTPaUoHHbIA
HOMEp, HOMEpP Cepui, CPOK roAHOCTY.
«Mepen npyMeHeHUEM O3HaKOMUTBCA C
WHCTpyKUMeR», «MpoTusoannepruieckos,
npoTUBCBOCNANNTENbHOR npencTene» U
WTPUX0BOK Koa. JONONHATENBHO MOTYT
BLiTh HaHECeHs! CPRACTEa waeHTUDMKaLUN

Mapknpoeka 2

BTopu4Has ynakoBka
(kapToHHaA navka). Ha
nauke yKkasaHbt
npeanpuATUe -
NpoW3BOANTEND, Ero
appec, Teneon W thake,
TOProOBOE HauMeHoBaHne
npenapata ¢
npeaynpeanTensHO
Mmapkuposkoi ®,
MexayHapogHoe
HenaTeHToBaHHOE
HaumeHoBaHWe,
nexkapcTBeHHasn

chopMa KoHUEHTpauuvA,
HAa3RaHUe AeRCTBYILIEro.
BellecTsa v ero
coaepxaHue B 1 rpamme
npenapara B
MUunnUrpaMMan, nepeYeHs
BCroMeraTantbHbiX
gelyecrts, Macca
npenaparta B rpammax,
YCNOBUA XPaHeHWR
yCrosuAa oTNyCcKa,
«XpaHnTs B HEAOCTYNHOM
[na peren Mecren,
PErvcTPaLMoHHBIA HOMED.
HOMep Cepui, CPOK
ropHocTy, «lepen
NpUMeHeHneM
O3HaKOMUTLCA C
WUHCTPYKUMER»,
«MNpoTuBoannepri4eckoe,
NpoTUBOBOCNANUTENBHOE




€ aKpUXUH

Hara ssinycxa: 2021-05-18
[aTa pacnevaTxu: 2021-05-18
LIEHTP KOHTPONA KAYECTBA CtpaHuua: 515

AOD «AKPUXWH»

Ceptudurar ananusza Al Ne: 510 15174

MpoaykT: AKPWOEPM® KPEM ANA HAPYXHOMO MPUMEHEHWSA 0.05 % TYBA 15T
WHaeke: BTDP-0100-000 CpoK roQHOCTK: 2025-04-01
Ne cepuu: 2340421

Pe3ynbTaThbl UCMbITAHWA

HaumeHoBaHWe NokasaTesa TpebosaHuA HOPMATUBHON AOKYMEHTaLWA Pe3ynbTaTsl MCNbiTaHmi

[eACTEME» 1 WTPUXCBOW
koA. JononHuUTensHo
HaHecexbl cpeacraa

waeHTUhKrKaumumn
XpaHeHne Mpu TemnepaType o1 15 ° C a0 25 ° C Mpw TemnepaType oT 15
*Cpo25 °C
CpoK rogHoCTH 4ropa 4 ropa

McnbiTamus BeincaHeHs: no: P NOODE63/01-110812, Wam. N2 1, 2.3.4,5,6,7.8.9
Homep PY (Per. ya.: PN0O00663/01

Per. ya. oT: 25.09.2019
3aknoyeHue: cooTeeTcreyer Tpebosaruan P NOD0663/01-110912, Mam. Ne 1, 2,3, 4,5,6,7,8,9

Mposepun Yteepaunn

HauansHuk [IKKITT YepHeix 7111

" PyKoBOZUTENL
LeHTpa KoHTpoNA KayecTea

SR Qunworosa W8,
Tt g 200




