AO «<AKPUXHH»
JSC « AKRIKHIN»

SOP001790

PA3SPEIIEHUE HA PEAJIM3AIIAIO Ne 596-2020
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHHUE MPOAYKIOHWHA T'II:
FINAL PRODUCT NAME:

AKPUJIEPM® KPEM 1JIA HAPYXHOI'O ITPUMEHEHHA 0,05 %
TYBA IST

MEXAYHAPOJIHOE HEITIATEHTOBAHHOE BeraMeraszon
HAMMEHOBAHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHUMU: 3400720
BATCH No:

KOJA NNIPOAYKTATTI: BTDP-0100-000
FINAL PRODUCT CODE:

I'OJIEH 10: 01.07.2024
EXPIRY DATE:

OBBEM INOJIYYEHHOMA ITPOAYKIIUHA 29.246 TBIC VITAK
(YITAKOBKH):

FINAL QUANTITY (UNITS):

PETUCTPAIIUOHHOE YAOCTOBEPEHUE: PN000663/01

MARKETING AUTHORIZATION No:

HAWMMEHOBAHUME U AIPEC AEPKATEJIA
PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA:

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AO "AKPUXHWH" RU, 142450, MockoBckas 06m., r. Ctapast
Kynagna, yn. Kuposa 29

HAMMEHOBAHUME U AJIPEC TTPOU3BO/JIUTEJIA
(BLIHYCKAIOIIIHVI KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

AO "AKPUXHH" [Poccusi] MockoBckas 0611., Hormackwif p-H,
r.Crapas KynaeHna, yn.Kupoga, 1.29

HHOOPMAIIUA OB UCITOJIb3YEMBIX A®C/MH-BAJIK MPOAYKIIUU
API/IN-BULK PRODUCTION USED IN PRODUCTION/:

KO A®C/MH-BAJIK HAUMEHOBAHUE A®C/UH- MMPON3BOAUTEJIbL A®C/ CTPAHA ITPOU3BOJUTEJIA
MPOYKIH: BAJIK ITPOIYKIINU: UH-BAJIK [TPOTYKIIVH: A®C/ UH-BAJIK TTIPOYKIVU:
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
JUTTPOTTMOHAT Sdn. Bhd

JdanHast cepusi ObLIa TMpoW3BeldeHAa, BKJIOYasl YNAaKOBKY M KOHTPOJb KadecTBa, HA BbIMEYKa3aHHON MPOH3BOJICTBEHHOMN
TIJI0mMa/IKe B TOJIHOM COOTBETCTBHH ¢ TpeGoBaHusiMu cGMP 1eleBoro poIiHKa U perucTpalioHHOI J0KyMeHTalMei.

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.

IIponsBoacTBO cepuH, yIaKoBKa H AaHAJIHM3bI ObLTH NPOBepPeHELI M PH3HAHBI cooTBeTcTBYIomUuMH cGMP.

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

KauecTBo npoaykTa coorBercTBYeT TpeboBanuam P N000663/01-110912. M3m. No 1.2.3.4.5.6.7. 8
The quality of the product conforms to the Specification

HacrosimuM MOATBEPKAAI0, YTO BHIMIEYKAIAHHAS CEPHS pa3pelieHa K peaju3auuu
I hereby certify that the above mentioned batch is released to the market.
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Arymuma ®. M. puxas Ne 549 ot 22.07.2019 [ata: _ oL 20/ k0
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YnojiHOMOYeHHOE JTHII0

JlaTa BEITTyCKa: 29.07.2020 16:39:24

JaTa pacrnieqaTku:
Pacneuaran:
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J1.B. bapaHoBa

Nuet 1 m3 1




£) aKpuxuH

Thogm sebommyes o Mo Jarta sbinycka: 2020-07-27
[arta pacneuartku: 2020-07-27
LEHTP KOHTPOJ/IA KAYECTBA CtpaHuua: 1/5

AO «AKPUXUH»

Ceptudmkar ananusa Al Ne: 510 12460

MpoayKT: AKPVAEPM® KPEM 418 HAPY>XHOIO NPUMEHEHWA 0,05 % TYBA 15T
UHaekc: BTDP-0100-000 CpoK rogHoCTU: 2024-07-01

Ne cepuu: 3400720

O6bvem cepun: 29.246 TblC ¥MAK [Lata npoussopcrea:  2020-07-16

[ata aHanusa: 2020-07-22

PesynbTaTbl UCNbITAHWIA

HaumeHosaHuWe nokasaTtens

TpeboBaHusi HOPMATUBHON AOKYMEHTaLMUM

i

Pe3ynbTaTbl UCNbITAHUMN

Onucanue

Kpem 6enoro unu no4tv 6enoro useTta

Kpem noytu 6enoro upeTta

MoannHHOCTbL

OcHoBHOe MATHO Ha XpoMaTtorpamme
MCNbITYEMOro pacTBopa MNo NOMOXEHNIO U
VMHTEHCUBHOCTI NOTNOLWEeHNs AOMKHO
COOTBETCTBOBaTb OCHOBHOMY MATHY Ha
xpomaTtorpamme pactsopa CO
H6ertameTasoHa gunponuoHara. [lonyckaeTca
Hanuuue JONONHUTENbHbIX MATEH: Ha NINHUK
cTapTa nNsATHO OT HaHeCeHHoN Npobbi
npenapaTta v natHo c RS < 1,0

OcCHOBHOE MATHO Ha
Xpomarorpamme
WCMbITYeMOro pacTtsopa Mo
MONIOXEHNIO U
WHTEHCUBHOCTU
nornowexHns
COOTBETCTBYET OCHOBHOMY
NATHY Ha XpomartorpaMmme
pacteopa CO

(MeTunnaparuapokcubesoar) 6eTameTasoHa
AuvnponuoHaTta
Macca conepxumoro He meHee 90 % OT yKa3aHHOIO Ha 3TUKEeTke 100 %
yniakoBku [%]
CpepgHss Macca He meHee 151 15r
coaepxumoro Tybbl [r]
pH O150p07,5 6.7
OpHopoaHOCTL MpenapaT gomkeH 6biTe OAHOPOAHDIM. CooTtBeTCcTBYET
TpeboBaHuAM
MeTunnaparnapokcnbenso | CoaepxaHue MeTunnaparuapokcnbensoara | 0.20 %
ar 8 npenapare ot 0,16 % f0 0,24 %.
Obuee 4ncno aspobHbIX He 6onee 102 KOEB 11 CootBeTcTBYyeT
6ak.,apox.,nnec.rpnubos TpeboBaHUAM




£€) aKpuxuH

Fhsaie ssbavares o Mtypi

LEHTP KOHTPO/1A KAYECTBA

AO «AKPUXUH»

[Dara sbinycka: 2020-07-27
[ata pacneuatku: 2020-07-27
CtpaHuua: 2/5

Ceptudukar ananusa Al No: 510 12460

MpogykT:
MHgekc:

Ne cepuu: 3400720

CpoK rogHoCTu:

AKPNLOEPM® KPEM A5A HAPYXXHOIO NPUMEHEHWA 0,05 % TYBA 15T

BTDP-0100-000 2024-07-01

PesynbTaTbl UCNbITAHUI

HaumeHosaHue nokazartens

TpebosaHua HOPMaTMBHOM [OKYMEHTaUUN

PEBYII bTaTbl UCNBITAHUM

Pseudomonas aeruginosa | OtcytctBueB 11 CooTBeTCcTBYET
Blr TpeboBaHusaM
Staphylococcus aureus B 1 | OtcyTcTBue B 11 CooTBeTCcTBYET
r TpeboBaHuAM
KonuuyecTseHHoe CopepxaHue 6eTameTasoHa gunponuoHata | 0.00050 r
onpepenexue B nepecyeTte Ha beTtameTtasoH B 11

npenapara - oT 0,00045 r go 0,00055 r
Ynaxoska Mo 15, 30 vinu 50 r B TyBy anioMuHuesylo. Mo 15r B Tyb6e

Kaxxayto Tyby BMecTe ¢ UHCTpYKUMen no
NPUMEHEHWIO NOMELLIAIoT B NaYKy 13
KapToHa

anwoMuHueson. Kaxaas
Tyba BMecTe C
WMHCTPYKUMei no
NpUMeHeHMIo NoMelleHa B
nauky U3 KapToHa




£) aKpuxuH

Fhoam 3860mICA G Mogax [Jara sbinycka: 2020-07-27
[ara pacneyartku: 2020-07-27
LEEHTP KOHTPO/1A KAYECTBA CrpaHunua: 3/5

AO «AKPUXUH»

Ceptudukar ananusa Al No: 510 12460

MpoayKT: AKPULAEPM® KPEM A3 HAPY>XHOIO NPUMEHEHWA 0,05 % TYBA 15T
WHaekc: BTDP-0100-000 CpOK rogHOCTU: 2024-07-01
Ne cepuu: 3400720

Pe3ynbTaTbl UCMbITaHWI

HaumerosaHnue nokasatens | Tpe6oBaHWA HOPMaTUBHOM AOKYMEHTAUWUM PesynbTaTsl UcnbITaHMMA

Mapkuposka 1 MepBuuHasn ynakoeka (Tyba). Ha Tybe MepBuyHan ynakoska
yKa3blBalOT NpeanpuaTue-nponsscanTerb, (Tyba). Ha Tybe ykaszaHbl
ero agpec, TenedoH u daxc, Toprosoe npeanpusaTue —
HavMeHoBaHue npenapata ¢ npoussocauTenb, ero
npeaynpeauTensHOW MapkupoBKon ®, agpec, TenedoH u daxc,
MeXAyHapoaHoe HenaTeHToBaHHoe TOproBoe HavMeHoBaHue
HaumeHoBaHUWe, NieKapCcTBEeHHYI0 hopMmy, npenaparta ¢
KOHUEHTpaumio, Ha3BaHne AelCTBYyIoLero npeaynpeauTenbHon
BeuwecTBa 1 ero cogepxaHue B8 1 rpamme Mapkuposkon ®,
npenapara B MunnurpaMmmax, Maccy MexayHapoaHoe
npenaparTa B rpaMmax, YCrioBusi XpaHeHus, HernaTeHTOBaHHOe
YyCNoBUsA OTNycka, «XpaHWTb B HEAOCTYNMHOM | HauMeHoBaHue,
ANA feTelt MecTe», HOMep Cepuun, CpoK nekapcTBeHHas dopma,
rogHocTu un «lpoTuBoannepruyeckoe, KOHUEHTpauusa, HassaHue
npoTuBOBOCNanuTenbHoe AencTane» AelcTBYyIOWEro BelecTsa

v ero cogepxaxuve 8 1
rpamme npenaparta B
MunnurpaMmmax, Macca
npenapara B rpaMmmax,
YCNOBUA XpaHeHus,
YCIOBUA OTIYCKa,
«XpaHUTb B HELOCTYNHOM
ANA feTen MecTe», Homep
cepwviu, CpoK roaHoCTH U
«[poTuBoannepruveckoe,
npoTuBoBOCNanNuTENbHOe
nencreme»




£€) aKpuxuH

Fopa saburryess o Fagp

LIEHTP KOHTPO/1A KAYECTBA

AO «AKPUXUH»

[Jara Bbinycka: 2020-07-27
[arta pacneuatku: 2020-07-27
CrpaHuua: 4/5

Ceptudukar ananusa Al N2: 510 12460

MpogykT:
MHgekc:

Ne cepuu:

Cpok rogHocTU:

AKPVAEPM® KPEM A HAPYXXHOIO NPUMEHEHWA 0,05 % TYBA 15T
BTDP-0100-000
3400720

2024-07-01

Pe3ynbTaTbl UCNbITaHUI

HaumernosaHue nokasarens

TpebosaHua HOPMaTUBHOM SOKYMEHTaLUM

PesynbTaThl UCnbITaHUM

Mapxkuposka 2

BTopuuHas ynakoBka (kapToHHas nayka). Ha
nayke ykasbiBaroT
npeanpuaTNe-nNponssoanTeNb, ero agpec,
TenedoH 1 dakc, TOprosoe HaumeHoBaHue
npenaparta ¢ npeaynpeanTensHoOn
MapkupoBkou ®, MexayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHue,
neKkapcTBeHHYo OpMY, KOHLIEHTpauuio,
HasBaHuWe AeWCTBYIOLLero BewecTsa 1 ero
coaepxaHue B 1 rpaMmme npenapara B
MunnurpaMMax, nepeyeHs
BCMoOMoraTenbHbIX BELLECTB, Maccy
npenapara B rpamMmax, yCroBusl XxpaHeHus,
YCNOBUWA OTMNycKa, «XpaHuTb B HEAO0CTYNMHOM
ONs feTei MecTe», perncTpaumnoHHbIv
HOMep, HoMep cepui, CPOK roAHOCTH,
«[Mepen npymeHeHneM 03HaKOMUTLCA C
MHCTpyKUMen», «poTusoannepruyeckoes,
npoTuBOBOCNanuTenbHoe AencTene» 1
wTpUxoson KoA. JononHuTenbHoO MoryT
6blTb HaHeCeHbl CpeACTBa uaeHTudUKaunm

BTopuyHas ynakoska
(kapToHHasa nayka). Ha
navke ykasaHbl
npeanpvATue -
npoussoauTenb, ero
apgpec, TenedoH u daxc,
TOProBoe HanMeHoBaHue
npenaparta c
npeaynpeanTenbHon
MapkupoBkon ®,
MexayHapoaHoe
HenaTeHToBaHHOe
HauMeHoBaHue,
nekapcTBeHHas dopma,
KOHLIeHTpaLuus, Ha3saHue
AelicTByIoULero BeLecTsa
v ero cogepxanue B 1
rpaMMme npenaparta B
MunnnrpaMmmax, nepeyeHno
BCMoMoraTenbHbiX
BeLecTB, Maccy
npenapata B rpaMMax,
YCNOBUA XpaHeHus,
yCrnoBus oTnycka,
«XpaHuTb B HELOCTYNHOM
4Ns geTten mecTte»,
perucTpaumnoHHbiii Homep,
HOMEp Cepuu, CpoK
rogHocTy, «llepeg
NPUMEHeHNEM
O3HaKOMUTBLCA C
WMHCTPYKUMEN»,
«[poTuBoannepruyeckoe,
npoTusoBOCNanuTeribHoe
AencTBne» 1 WTPUXoBon




£€) aKkpuxuH

P sabumres o Mg Jara BbinycKa: 2020-07-27
[ata pacneyartku: 2020-07-27
LIEHTP KOHTPO/1A KAYECTBA CrpaHuua: 5/5

AO «AKPUXUH»

Ceprudumkar aHanusa Al N2: 510 12460

MpoayKT: AKPUAEPM® KPEM ANA HAPY>XXHOIO NPUMEHEHWA 0,05 % TYBA 15T
UHgekc: BTDP-0100-000 Cpok rogHocTy: 2024-07-01
Ne cepuu: 3400720

Pe3synbTtathl MCNbITaHUN

HaumeHosaHue nokasaTtens TpeboBaHua HOPMaTUBHOM SOKYMEHTaLUM

Pe3ynbTaTthl UCNbITAHUM

KoZ. JononHutenpHo
HaHeceHb! cpeacTsa
naeHTudMKauun

WUcnbitanua soinonrensl no: P N000663/01-110912, Uam. Ne 1,2, 3,4,5,6,7, 8

Homep PY (Per. ya.): PN0O00663/01
Per. ya. ot: 25.09.2019

3akntoueHue: cooTeTcTByeT TpebosaHuam P NO00663/01-110912, Usm. Ne 1, 2, 3,4,5,6,7,8

MNposepun

Bega. cneynanuct JIKKIT LeHés A.B.

KOHTpOnN4d
KayecTtsa

Yteepaun




