€Y akpuxun

Tl 3360vRTCR 0 Shanaa

UEHTP KOHTPO/1A9 KAYECTBA

AO «AKPUXUH»

Oara sbinycka: 2021-11-16
[ata pacnevartku: 2021-11-16
Crpanuua: 145

Ceptudukar ananusa Al Ne: 510 16935

MpoAaykr: AKPUOEPM® KPEM AJTA HAPYXXHOMO NPMMEHEHIWS 0,05% TYBA 15T
WHaekc: BTDP-0100-000 CpokK rogHocTu: 2025-11-01

Ne cepuu: 6161121

06bem cepuu: 29.224 TbIC YMAK Hata npomssogcrea: 2021-11-06

Jara aHanusa: 2021-11-11

Pe3ynbTartbl UCrbITaHMIA

HaumeHoBaHue nokasarens

TpeBosaHua HOpMaTUBHOI AoKyMeHTaLMK

Pe3ynbTaThl MenbiTanmii

OnucaHue

Kpem 6enoro unu noytu 6enoro Luseta

Kpem noutu 6enoro useta

MoanuHHocTL

OcHoBHOe nNATHO Ha xpomaTorpamme
npenapara [o/MKHO COOTBETCTBOBATL Mo
NOSIOKEHUIO  OCHOBHOMY MATHY Ha
XpomMaTtorpamme CO 6eTameTasoHa
AunponuoHara

OcHoBHOE NATHO Ha
XpomMmarorpamme
npenapara CooTBETCTBYeT
Mo NoNoXeHuo
OCHOBHOMY NATHY Ha
XpomMaTtorpamme CO

beTamerazoHa
AunponuoHarta
Macca coaepxumoro He MeHee 90 % OT ykasaHHOro Ha aTukeTke 100 %
ynaxkoeku [%]
CpegHsaa macca He MeHee 151 15F
conepxumMoro Tybul [r]
pH OT15,0 80 7,5 (10 % BOAHOE M3BNEYEHME) 6.9
OaHopogHocTs Mpenapat AormkeH BbiTb OAHOPOAHLIM. CooTtseTcTBYET
TpeboBaHuAM
MetunnaparuapokcubeHso CopepxaHue MeTunnaparnapokcubersoata | 0.20 %
ar B npenapate o1 0,16 % 0o 0,24 %
Obuwee yncno aspobHbix He Gonee 10"2KOE B 1T CooTtBeTcTBYET
MUKPOORraHu3MoR [r] TpeboBaHMAM
Oblee uncno apoxokesbix | He Gonee 10 KOE g 1 r CooTtBeTcTByeT
W nniecHeBbIx rpubos [r] TpheboBaHUAM




€)Y aKpuxuH

A senarRics o Mogra

LLEHTP KOHTPO/1A KAYECTBA

AO «AKPUXUH»

[llata Bbinycka: 2021-11-16
Aata pacnevartku: 2021-11-16
CrpaHuua: 2/5

Ceptudukar ananmsa Al Ne: 510 16935

Mpoaykr:
WUHaekc:

Ne cepuu: 6161121

Cpok roaHocTu:

AKPUOEPM® KPEM [118 HAPY>KHOIO NMPVYMEHEHUS 0,05% TYBA 15T

BTDP-0100-000 2025-11-01

Pe3ynbTatbl McnbITaHKit

HaumeHoBaHue nokasatens

Tpe6oBaHus HOPMATUBHOMN LOKYMEHTaLMM

PeaynbTaThl UCMbITAHWIA

Pseudomonas aeruginosa | OTtcyTcTBUe B 11 CootBeTcTBYET
Blr TpeboBaHUAM
Staphylococcus aureus B 1 | OTcyTctBme 8 1 CooTtBeTcTBYET
r TpebosaHUAM
KonuuecteeHHoe ConepxaHue betaMmeTasoHa aunponuoHata | 0.00050 r
onpeaeneHue B nepecyete Ha 6eTameTasoH B 1T

npenapara - ot 0,00045 r o 0,00055 r
Ynakoska Mo 15, 30 wrwm 50 r B Ty6y anoM1UHUEBYIO. Mo 15r B Ty6e

Kaxayio Tyby BMecTe C MHCTPyKLUelt no
NPUMEHEHUIO NOMELLAKT B Nayky 13
KapToHa

anMuHreBon. Kaxaasn
Tyba BmecTe ¢
VHCTPpyKLMeRn no
NPUMEHEHUIO NOMeLLIeHb! B
nadky U3 KapToHa




£) aKpuxuH

Troan ss6omen o fomn [Oata sbinycka: 2021-11-16

[ara pacnevartiu: 2021-11-16

LIEHTP KOHTPO/IA KAYECTBA CrpaHuua; 3/5
AO «AKPUXUH»

Ceptudukar aHanmsa Al No: 510 16935

MpoayKr: AKPUOEPM® KPEM 1A HAPYXXHOMO NPUMEHEHIS 0,05% TYBA 15T
MHaeKc: BTDP-0100-000 Cpok rogHocTu: 2025-11-01
Ne cepuu: 6161121

PesynbTaTbl UCNbITaHMIA

HaumeHosaHue nokasatens TpebosaHua HOPMATUBHOMN LOKYMEHTALMM Pe3ynbTaTel MCnbITaHW

MapkupoBka 1 MepsuyHas ynakoska (Ty6a). Ha Ty6e MepBuyHan ynakoska
yKasbiBaloT NpeanpuaTUe-Npou3BoaAUTeNk, (Ty6a). Ha Ty6e ykasaHsi
ero aapec, TenecdoH u cakc, Toprosoe npeanpuatue —
HauMeHoBaHWe npenapara c npou3BoAUTENb, ero
npeaynpeanTensHoi MapkupoBkoi ®, aapec, TenecoH u dakc,
MeX/AyHapoHoe HenaTeHToBaHHoe TOProBoe HauMeHoBaHue
HauMeHoBaHue, NeKapcTBeHHyo hopMy, npenapara c
KOHLeHTpauuto, HasBaHne AeiCTBYIOLEero npenynpeanTensHor
BELLecTBa W ero coaepxaHue B 1 rpamme Mapkuposkoln ®,
npenapara B MUNAUrpaMMax, Maccy MexayHapoaHoe
npenapara B rpaMMmax, yCrnoBus XpaHeHus, HenaTeHToBaHHoe
YCNOBUA 0TNycKa, «XPaHUTb B HEAOCTYMHOM | HaUMeHoBaHue,
ANs AeTen MecTe», HOMEep Cepun, Cpok nekapcreeHHas cdopMa,
rOAHOCTK U «[lpoTuBOaNneprudeckoe, KOHLIeHTpauus, HazsaHue
NpoTUBOBOCNANUTENbHOE AeicTBUE LEeACTBYIOLLEero BewecTsa

1 ero cogepxaHue B 1
rpamme npenapara B
MUNNUrpaMmax, Macca
npenaparta B rpaMmax,
YCNOBUA XpaHeHus,
YCIOBUA OTMyCKa,
«XpaHnTb B HEAOCTYNHOM
4NA feTel MecTe», HoMep
CEepWUK, CPOK roAHOCTU K
«[poTuBoannepruyeckoe,
NPOTWBOBOCNANUTENbHOE
AencTeue»




€Y akpuxuH

fhag Subamcen o Adyon [Jara sbinycka: 2021-11-16
[Oara pacneyaTku: 2021-11-16
LEHTP KOHTPO/1A KAYECTBA CrpaHuua: 4/5

AO «AKPUXUH»

Ceptudukar aHanmusa Al No: 510 16935

Mpoaykr:
WHaekc:

Ne cepuu: 6161121

Cpok rogHocTu:

AKPUOEPM® KPEM 158 HAPYXXHOIO MPUMEHEHIWS 0,05 % TYBA 15T

BTDP-0100-000 2025-11-01

Pe3ynbTaTtbl MCNbITaHUMN

HammeHoBaHue nokazatens

TpeboBaHUs HOPMATUBHOW AOKYMEHTALMM

Pe3ynbTaTsl UCMbITAHMR

MapkupoBka 2

BropuuHas ynakoska (kapToHHas nauka). Ha
nayke ykasbiBarT
npeanpuaTUe-Npou3BOAUTENb, ero aapec,
TenedoH U dakc, Toprosoe HauMeHoBaHue
npenaparta ¢ npeaynpeavTensHoi
MapkuposKon ®, MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHwue,
NeKkapcTBeHHy0 hopMy, KOHLEHTpaLmIo,
HasBaHWe [eUCTBYIOWEro BELEeCTBa U ero
cofepxaHuie B 1 rpamme npenapata B
MUNnUrpaMmax, NepeveHs
BCNoMorarernbHbIX BELEeCTB, Maccy
npenapara B rpaMmax, YCnoBUa xpaHeHus,
YCNoBms oTnycka, «XpaH1Tb B HEAOCTYNHOM
AnA AeTel MecTey, PerucTpauMoHHbIA
HOMED, HOMEpP Cepuin, CPOK FOgHOCTH,
«[lepen NPUMEHEHNEM 03HAKOMUTLCS C
WHCTpyKUUel», «[TpoTuBoanneprudeckoe,
NpoTUBOBOCMANUTENBHOE AeACTBUE K
LUTPUXOBOW KOA. [ONONHUTENLHO MOTYT
ObITb HaHeceHbl CpeACcTBa naeHTUKaLmMmn

BTopuyHas ynakoska
(kapToHHaA navka). Ha
nadke yKasaHbl
npeanpuATue -
npoussoAuTenb, ero
aapec, TenedoH u dakc,
TOproBoe HavMeHoBaHWe
rnpenapara c
npeaynpeauTensHon
MapKMpoBKoi ®,
MexayHapoaHoe
HenareHToBaHHOe
HauMeHOBaHwue,
INeKapcTBeHHas
dopMa,KoHLeHTpauus,
HasBaHWe JelcTBYoWero
BellecTsa u ero
cofepxaHue B 1 rpamme
npenapaTa B
MUISIUrpaMMax, NnepeyeHs
BCMOMOraTenbHbIX
BelecTs, Macca
npenaparta B rpaMmMax,
YCNOBUA XpaHeHua
YCIOBUSA OTNycKa,
«XpaHUTb B HELOCTYMHOM
ANA AeTel MecTe»,
PErncTpaLUMoHHbIA HOMED,
HOMep cepuu, cpok
rogHocTu, «[lepen
npuMeHeHueMm
03HaKOMUTLCA C
UHCTPYKUUEn»,
«lpoTuBoannepruyeckoe,
npoTUBOBOCNANUTENBHOE




€Y aKpuUXUH

* Nopw se6omies o Mo ﬂ,a'ra BbINYCKa: 2021-11-1 6
[ata pacneuatku: 2021-11-16

LUEHTP KOHTPO1A KAYECTBA CrpaHuua:

AO « AKPUXUH»

Ceptudukar ananusa Al Ne: 510 16935

MpoaykT: AKPUOEPM® KPEM AN HAPY>KHOIO MPUMEHEHWS 0,05 % TYBA 15 [

MHAaekc: BTDP-0100-000 Cpok rogHocTu: 2025-11-01

Ne cepuu; 6161121

PesynbTaTbl UCNbITAHMIA

HawumeHoBaHWe nokasartens

TpeboBaHuA HOPMATUBHOI JOKYMEHTaLMM PesynbTathl ucnbITaHMii

AeiCTBUE» U LTPUXOBOIA
koA. [lononHuTensHo
HaHeceHbl cpeacTea

uaeHTudmKkaLmm
XpaHeHue Mpu Temnepatype oT 15 ° C o 25 ° C Mpu TemnepaTtype ot 15
*Caoas °C
'Cpok rogHocTv 4 ropa 4 ropa

Wcnbitanya BeinonHeHst no: P NO0O0663/01-110912, M3m. Ne 1, 2, 3, 4,5,6,7,8,9
Homep PY (Per. ya.): PNO0O0663/01

Per. ya. ot: 25.09.2019

3aknoueHue: cooTBeTcTByeT TpebosaHuam P N000663/01-110912, U3am. Ne 1,2, 3,4,5,6,7, 8, 9

HavanbHuk JIKKIT YepHeix 1.1,

Mposepun Yteepaun




AO «AKPUXHH» SOP001790
JSC « AKRIKHIN»

PASPEIIEHWE HA PEAJIU3ALIAIO Ne 3837-2021
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHME NMPOAYKLNN I'I: AKPULAEPM® KPEM JUTsI HAPYJKHOT O [MPUMEHEHUA 0,05 %
FINAL PRODUCT NAME: TYBA 15T

MEXKJIYHAPO/IHOE HEIMMATEHTOBAHHOE beramerazon

HANMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUH: 6161121

BATCH No:

KOJ NMPOAYKTA I'II: BTDP-0100-000

FINAL PRODUCT CODE:

YITAKOBKA: 15 1 - Ty6w1 anomuHueBBIe (1) - navku KapTOHHBIE
ENVELOPE;:

T'OJEH 10: 01.11.2025

EXPIRY DATE:

OBBEM NOJIYYEHHOM MPOAVKIIHHN 29.224 TBIC YTIAK

(YIMAKOBKN):

FINAL QUANTITY (UNITS):

PEFrMCTPAIIMOHHOE YIOCTOBEPEHHE: PN000663/01

MARKETING AUTHORIZATION No:

HAMMEHOBAHME H AJIPEC AEPKATEJIS AO "AKPUXHUH" RU, 142450, Mockogeckas obuL.. r. Crapas
PETHCTPAUMOHHOI O YIOCTOBEPEHHSA: Kynasua, yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHUE H AAPEC NMPOU3BOANTEJIA AQ "AKPHXHH" [Poccusi] Mockosckast o6.1.. Hormrokmii p-H,
(BBINYCKAIOWHIT KOHTPOJIL KAYECT BA): r.Crapas Kynasua, yn.Kuposa, 1.29

NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

HH®OPMAIIHSA OB HCMOJIb3YEMbIX A®C/UH-BAJIK NPOJAYKIINH
API/IN-BULK _PRODUCTION USED IN PRODUCTION/:

KO ADCATH-BAJIK HAHMEHOBAHUE ADCATH- HNPOM3BOIUTENL ADC/ CTPAHA TIPOU3BOIUTEIA
MPOJAYKIINH: BAJIK TIPOJIVKITH: HH-BAJIK TTPOJIYKIHH: AD®C/ HH-BAJIK TTIPOIYKIIUH:
AP/ IN-BULK CODE; AP/ IN-BULK NAME;: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:
SBTC-5712-280 BETAMETA30HA Symbiotica Speciality Ingridients Malysia
AWUTTIPOTTAOHAT Sdn. Bhd

HAannas cepus Guuta mponssefena, BRIOIAN YUAROBKY H KOHTPOML Ka4uecTBa, Ha BLIWICYKA3AHHON NPOH3BOACTBEHHOI
fLI0IA/Ke B 10JIHOM COOTBETCTBHE ¢ TpeboBanuavu cGMP ueiesoro PBIHKA H PErHCTPAUMOHHOI J0KYMeHTaIHei],

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.

HpowssoacTBo cepnu, ynakoBKa u aHAIN3bI GbIIH TPOBCPEHBI H NPH3HAHLI COOTBEeTCTBYIOMIMH ¢GMP.

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

Kauectro npoaykra cooTeeTcTBYeT TpeGopanuam P N000663/01-110912. Wim. No 1.2,.3.4,.5.6.7.8.9

The quality of the product conforms to the Specification

Hacrosmum nogveepkaaio, uto BbILICYKAZAHHAN CePHS PA3PEleHa K peajiu3aiumm
[ hereby certify that the above mentioned.batch is released to the market.

2 4 s 4
¥YnoaHomoueHHoe auno @ ~ Inaxoea O.C. Mpuxas Ne 431 o1 30.04.2021  dara: 19 11 ZGZ

Qe Name Order Date
Hara eoimycka: 19.11.2021 15:15:35

Hara pacneuarku: 19.11.2021 15:30:24

Pacnevaran: J.B. Bapanosa

Tluer 1 us 1
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AABHAL CAYNCEA 110 HAA30PY

PABOUXPAHEHMA

«CBefeHnA 0 BBOAE B rpaXgaHCckuii 060poT B Poccuitckoii depepaymm neKapcTBEHHbIX
CpencTB No COCTOAHUIO Ha 20.12.2021 12:15»

NO00663/01-110912

Jlara BHecenus B Howmep Homep, nata
Toprogsoe IponsBoguTens Caenennst 0 cragunx Hopmarusnas Opranu3auus, BbINYCTHBIIAS
ARE HAHMEHOBAHHE (BbIIYCKAIONHA i # 000 SApa— P
Pocanpasnamsopa 1 ¥ [Hi KOHTPOJIb) NPOH3BOJICTBA JIOKYMEHTALHS B IPAKAHCKH por mapTEN ua FUTI

P N0O00663/01-110912;
Ham. Nel &k P
N000663/01-110912;
Ham. Ne2 k P
N000663/01-110912;

Axpuepu®; vmwz. Ne3 k P

KpeM zns N000663/01-110912;

HapYKHOTO AKIHOHepHOe 00mecTBo AKIMOHepHOe 00mecTBO H. i xE i

” n NpPHMEHEHHS "Xumuko-apmareBTHUECKHI "XumuKo-bapMateBTHYECKHIT Zoooaau...ﬂ.u 1-110912; WO o 5
BArzn 0.05% 1 wr. (15 | xomGumar "AKPHXHH" (A0 | P | o\ 6umar "AKPUXHH" (A0 | HI3W- NSk P " Knaniopepuesrmicenglt | SIBITEL | -

r), Ty6n (1), "AKPHXHH") "AKPHXHH"), Poccns DEEGE01-110812, ot "ABEHAHE

i Ham. Ne6 k P

S — N000663/01-110912;
Ham. Ne7k P
N000663/01-110912;
Ham. Ne§ k P
N000663/01-110912;
Ham. Ne9 k P




