(®) AxpuxuH

LEHTP KOHTPOJ1IA KAYECTBA

2026-02-10 14:36:39
2026-02-10
117

[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15719

MpoayKT: OMEMNPA3OJ-AKPUXNH KAMNCYIbl KNLEYHOPACTBOPVMbBIE 20 MI™ Ne40
NHaeKc: PLPZ-6900-000 Cpok rogHocTu: 2028-01-01

Ne cepuu: 2900126

O6bem cepuu: 150.055 ThIC YTAK [MaTa npoussoactea:  2026-01-21

[ata aHanusa:

2026-02-09

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnokasaTensa

TpeboBaHUA HOPMATMBHOM AOKYMEHTaLun

Pe3ynbTaTbl ncnbiTaHU M

OnucaHue TBepable XenaTUHOBbIE ABYXLBETHbIE TBepAble xenaTuHoBble
kancynbl N2 1: kopnyc AByXUBeTHble Kancyribl No
XenToBaTO-KPEMOBOIO LIBETA C KPbILLEYKON 1: kopnyc
TeMHo-3eneHoro useta. Cogepxnmoe XenToBaTo-KPEMOBOr0
Kancyn - nennetbl oT 6enoro A0 NoyTn LBeTa C KpblLleYKom
6ernoro useTta TEMHO-3eNeHoro uBeTa.
Copepxumoe kancyn -
nenneTtbl no4Tn 6enoro
uBeTta
WaoeHTndukaums Bpems yaepxunBaHns OCHOBHOMO Nuka Ha Bpems yaepxnsaHus

XpomaTorpaMme NCnbITyemMoro pacTeopa,
Mony4YeHHON Npu KONMYeCTBEHHOM
onpeaeneHnn, LOMMKHO COOTBETCTBOBATb
BpeMEHN yOepPXXNBaHNA OCHOBHOIO NUKa Ha
xpomMartorpamme pactsopa CO omenpa3sona

OCHOBHOIO MUKa Ha
Xpomarorpamme
UCnbITyeMOoro pacTeopa,
nonyyeHHon npwm
KONMYeCTBEHHOM
onpeaeneHnu,
COOTBETCTBYET BpEMEHU
YyOEepPXUBAHNS OCHOBHOIO
nnKa Ha xpomaTtorpamme
pacteopa CO omenpasona

PacTtBopeHune 1

1-a ctagusa (kncnotHas) S1: He meHee 85 %
omenpasona, HepacTeopusLlerocs B 0,1 M
XJTIOPOBOAOPOAHOM KNCIOTEe 3a 2 Y

101 %

PacTtBopeHune 2

1-a ctagusa (kncnotHas) S2: He meHee 85 %
omenpa3sona, HepacTBopusLlerocs B 0,1 M
XJSTOPOBOAOPOAHON KMCNOTe 3a 2 Y

He npumeHnmo




(®) AxpuxuH

LLEHTP KOHTPO/1A KAYECTBA
AO «AKPUXUH»

2026-02-10 14:36:39
2026-02-10
217

[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

Ceptudukar ananusa Al Ne: 520 15719

MpoayKT: OMEMNPA3OJ-AKPUXNH KAMNCYIbl KNLEYHOPACTBOPVMbBIE 20 MI™ Ne40
NHaeKc: PLPZ-6900-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2900126

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

PactBopeHue 3

1-a ctagua (kucnotHas) S3: He meHee 85 %
omMenpasona, HepacTteopuBLuerocs B 0,1 M
XJSIOPOBOAOPOAHON KUCMOTe 3a 2 Y

He npnmeHumo

PactBopeHune 4

2-a ctagmsa (weno4yHas) S1: He meHee 75 %
(Q) oT 3aABNEHHOro KonmM4yecTBa
omenpasosna 3a 45 MuH

97 %

PacTtBopeHune 5

2-a ctagmsa (weno4yHas) S2: He meHee Q =
75 % OT 3asiBNEHHOro KonmnMyecTBa
omenpasona 3a 45 MuH

He npumeHumo

PactBopeHune 6

2-a ctagmsa (weno4yHas) S3: He meHee Q =
75 % OT 3asiBNEHHOro KonmyecTBa
omMenpasona 3a 45 MuH

He npumeHnmo

Mpumecn 1 Copepxanue ntobon eguHmnyHon npumecn - | 0.1 %
He 6onee 0,5 %

Mpumecn 2 CyMMapHoe cogepXaHue npumecem - He 0.1 %
6onee 2,0 %

OpHopoaHOCTb AV 10 eanHuy < L1; roe L1=15,0 % 7.1 %

[031POBaHHbIX eanHnL, 1
[%]

OpHopoaHOCTb
L03UPOBAHHbIX eanHuL, 2
[%]

AV10 egnHny > L1, To AV 30 eguHny < L1 n
BCe 3HayeHus Xi yooBneTBopsaoT
HepaBeHcTBY |M-xi|<0,01-L2-M; roe L1=15,0
%, L2=25,0 %

He npumeHumo

O6bLwee 4ncro aspobHbIx He 6onee 10"3 KOEB 1T CooTtBeTcTBYET
MUWKPOOPraHn3mos [r] TpeboBaHUsIM
O6buwee yncno gpoxokesblx | He 6onee 102 KOEB 1T CooTtBeTcTBYET
1 nNnecHeBbIx rprnbos [r] TpeboBaHNsAM




(®) AxpuxuH

LEHTP KOHTPOJ1IA KAYECTBA

2026-02-10 14:36:39
2026-02-10
3717

[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15719

MpoaykKT:
NHpekc:

Ne cepuu: 2900126

CpoK rogHoCTH:

OMENPA3OJ1-AKPUXNH KAMCYIbl KNLEYHOPACTBOPVMBIE 20 MI™ Ne40

PLPZ-6900-000 2028-01-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

EscherichiacoliB 11 OtcytctBneB 1r1 CooTtBeTcTBYET
TpeboBaHsAM
KonunyecTtBeHHoe Copepxanune C17H19N303S (omenpasona) | 0.020r

onpegenexue [r]

B 0AHOW Kancyne gormkHo 6biTb ot 0,018 Ao
0,022 r, cuntas Ha cpenHIo Maccy
COOEepPXMMOro O4HOM Kancysbl

OnucaHune ynakoBku

Mo 10 kancyn B KOHTYPHYIO SSYENKOBYHO
YNaKOBKY W3 MIEHKN NONNBUHUIIXIOPUAHOM
n cbonbrn anomuHueson. 1, 2, 3, 4,5 nnn 6
KOHTYPHbIX AYEKOBbIX YNaKOBOK BMeCTe C
NHCTPYKUMEN NO MeAULMHCKOMY
NPUMEHEHUIO MOMELLAOT B MaYykKy U3
KapToHa

Mo 10 kancyn B KOHTYPHOW
AAYENKOBOW YNaKoBKe 13
NNeHKn
NONUBUHUMXNOPULHON Y
donbr antoMnHNeBo. 4
KOHTYPHbIX A4YENKOBbIX
YNaKoBOK BMecCTe C
WHCTPYKUMen no
MeLULMHCKOMY
NPUMEHEHWIO NOMeLLeHbl B
nayky U3 KapToHa




(®) AxpuxuH

LEHTP KOHTPOJ1IA KAYECTBA

2026-02-10 14:36:39
2026-02-10
417

[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15719

MpoaykKT:
NHpekc:

Ne cepuu:

CpoK rogHoCTH:

OMENPA3OJ1-AKPUXNH KAMCYIbl KNLEYHOPACTBOPVMBIE 20 MI™ Ne40
PLPZ-6900-000
2900126

2028-01-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

Mapkuposka 1

MepBrYHasa ynakoBka (KOHTypHasi A4enkoBas
ynakoBka).Ha KOHTypHoI s4enkosom
yNakoBKe yKa3blBaloT TOProsoe
HavMeHoBaHue npenapara, MexayHapoaHoe
HenaTeHTOBaHHOE HaVMEHOBaHMe Ha
PYCCKOM 1 @HITIMNCKOM A3blKax,
nexKapcTBeHHyto hopMy, AO3MPOBKY,
HaVMeHOBaHWe 1 NoroTun aepxaTens
perncTpaumoHHOro yaoCToBepeHnsi, Homep
cepun, JaTy UCTEYEHNst CPOKa rofHOCTM

MepBUYHasn ynakoska
(kOHTypHas siuenkoBas
ynakoBka). Ha KoHTypHoOR
AYENKOBOWN yNaKoBKe
yKa3aHbl Toprosoe
HanumMeHoBaHne
npenapara,
MeXxayHapoaHoe
HenaTeHToBaHHOe
HanMeHoBaHMe Ha
PYCCKOM ¥ aHIINACKOM
S3blKax, fleKapCTBEeHHas
dopmMa, [,o3upoBKa,
HauMEeHOBaHMe U NIOroTun
Aepxartens
perncTpaumoHHOro
YAOCTOBEPEHUs, HOMEP
cepuun, farta ucteyeHust
CpoKa rogHoCTn




@ AKpr”H [aTa Bbinycka: 2026-02-10 14:36:39

[aTta pacrneyaTku: 2026-02-10
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 5/7
AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15719

MpoAyKT: OMENPA3OJ1-AKPUXNH KATMCYIbl KNLEYHOPACTBOPVMBbIE 20 MI™ Ne40
NHaeKc: PLPZ-6900-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2900126
Pe3ynbTaTbl MCNbITaHWI
HanmeHoBaHWe NnoKasaTens TpeboBaHUA HOPMATUBHOM AOKYMEHTaL MM Pe3ynbTaTbl UCNbITAaHMI
Mapkuposka 2 BTopnyHas ynakoBka (KapTOHHas nadka). Ha | BTopnyHas ynakoBka
nauke ykasblBalOT HAMMEHOBAHME U JIOroTun | (kapToHHasa nayka). Ha
Jepxarens permcTpaunmoHHOro nayke ykasaHbl
yaocToBepeHusi, UpMeHHOe HaUMHOBaHWE | HaVMEeHOBAHWEe 1 JTOroTuUM
(AKPNXWNH), agpec (cTpaHa, ropog), nepxarens
TenedoH/hakc, ToproBoe HaMMeHoBaHNe perncTpaunoHHOro
npenapaTta, MexayHapogHoe YAOCTOBEpeHus,
HenaTeHTOBaAHHOE HauMeHOBaHue Ha dupmeHHoe
PYCCKOM 1 aHFMIMNCKOM fi3blKax, HauMeHoBaHue
neKapcTBeHHYH hopMy, A03UPOBKY, (AKPUXWH), appec
KONMYecTBO Kancyn B O4HOW YNakoBKe, (cTpaHa, ropog),
Ha3BaHWe N cogepXxaHue AeNCTBYyoLLEro TenedoH/dakc, Toprosoe
BelllecTBa B OQHOW Kancyne B HauMeHoBaHue
MUNUrpaMmmax, yCcrioBust XxpaHeHus, npenaparTa,
YyCNoBus OTMNycKa, "XpaHuTb B HEQOCTYNHOM | MeXAyHapogHoe
Ana peten mecre.", "Ona npuema BHyTpb.", HenaTeHToBaHHOe
"lMpenapaT coaepXxuT caxaposy 1 NakTo3bl HanMeHoBaHMe Ha
MoHorngpart.", Homep cepuu, gaty PYCCKOM W QHTIMACKOM
ncTeveHums cpoka rogHoctu ("MogeH no"), A3bIKaX, NeKapcTBeHHas
TeMaTNYeCKNn PUCYHOK, dopma, [,O3UpOBKa,
dapmMakoTepanesTnyeckyto rpynny, "Cnocob | Konu4ecTso Kancyn B
NPUMEHEHUA: CM. MHCTPYKLMIO NO O[HOW yNakoBKe, Ha3BaHue
MeAULMHCKOMY MPUMEHEHUIO.", LUTPUXOBOW n copgepxaHue
Ko, 1 Kog, NpoAyKuun. [ononHUTeNbHO LEeNCTBYOLLEro BellecTsa
MoryT BbITb HaHeCeHbl cpeacTBa B O4HOM Kancysne B
naoeHTnrkauumn (CepuiiHbIn Homep, MUASIMrpaMMax, ycnosus
OBYXMEPHbIN LUTPUXOBOM koA). NpumeyaHme. | XxpaHeHus, yCrioBus
[arta nponsBoacTBa BKIlOYEHA B HOMepP oTnycka, "XpaHuTb B
cepun. HeAOoCTYNHOM Ans aeTen
mMecTe.", cnocob
npumeHeHus, "MNpenapaTt
COAEepPXNT caxaposy u
nakTo3bl MOHOrMgpar.",
HOoMep cepuu, gaTa




@ AKpr”H [aTa Bbinycka: 2026-02-10 14:36:39

[aTta pacrneyaTku: 2026-02-10
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 6/7
AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15719

MpoayKT: OMEMNPA3OJ-AKPUXNH KAMNCYIbl KNLEYHOPACTBOPVMbBIE 20 MI™ Ne40
NHaeKc: PLPZ-6900-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2900126

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHMe NoKasatens TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK PesynbTaTbl UCMbITAHWIA

NCTeYEHNs1 CPOKa rogHOCTM
("l'oneH no"),
TEMATUYECKNA PUCYHOK,
hapMakoTepaneBTNyeckas
rpynna, "Cnocob
NPYMEHEHNS: CM.
WHCTPYKLMIO MO
MeAVNLNHCKOMY
NpUMeHeHN0.", LUTPUXOBON
KO 1 KOA NpoAyKLMN.
JononHnTenbHo HaHeceHbI
CcpeAacTBa naeHTudUKaummn
(cepwiHbIN HOMep,
OBYXMEPHbIN LUTPUXOBOM
kon). Mpumevanue. lata
NPoOn3BOACTBA BKIOYEHA B
HOoMep cepun

Ycnosusa xpaHeHus B cyxom mecTe, npu TemnepaTtype He Bbiwe | B cyxom mecTe, npu
25 °C TemnepaType He Bbilwe 25
°C
CpokK rogHoOCTH (CpoK 2roga 2roga
XpaHeHus)

Mcnbitanuma BbinonHerbl no: J1M-Ne(004522)-(PIr-RU)-251124
Homep PY (Per. ya.): J1M-Ne(004522)-(PI-RU)
Per. ya. ot: 07.02.2024



@ AKpr”H [aTa Bbinycka: 2026-02-10 14:36:39

[aTta pacrneyaTku: 2026-02-10
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 717

AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15719

MpoayKT: OMEMNPA3OJ-AKPUXNH KAMNCYIbl KNLEYHOPACTBOPVMbBIE 20 MI™ Ne40
NHaeKc: PLPZ-6900-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2900126

3akntouyeHue: KoHTpob KauecTBa OCYLLECTB/IEH B COOTBETCTBUM € TpeboBaHuamu Mpasua GMP.
McnbiTaHuA NnpoBeseHbl B NONHOM 06beMe, MeTOAbl KOHTPOIA BaIMANPOBaHbI.
MpoayKumsa cooteeTcTByeT TpeboBaHusam J1M-Ne(004522)-(Pr-RU)-251124.

Mposepun YtBepaun

HavanbHuk nabopatopum HavanbHuk nabopaTtopumn BIXKX /
YNonHOMOY€eHHOE Lo

LleHTp KoHTpons KayectBa
BepstuHa E.T. MapryHckas A.E.

10.02.2026 10.02.2026

JOKYMEHT NoANNCAH SNEKTPOHHbIM cnocobom u LI,EVICTBVITEI'IEH 6es CO6CTBeHHOpy‘~IHOVI noanucu.



AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP001790

PASPEIIEHUE HA PEAJIM3ALMIO Ne 269-2026
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHUME NPOAYKIHUMU I'T:
FINAL PRODUCT NAME:

OMEIIPA30JI-AKPXVH KAIICYJIbI
KHMINEYHOPACTBOPHUMBIE 20 MI" Ne40

MEXIAYHAPOJHOE HEITATEHTOBAHHOE Owmernpazon
HAMMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUN: 2900126

BATCH No:

KOJA IIPOAYKTA I'l: PLPZ-6900-000
FINAL PRODUCT CODE:

YIHAKOBKA: 10 mT. - KOHTYpHBIE TYCHKOBBIEC YIIAKOBKH (4) - MaYKH KapTOHHBIE
ENVELOPE:

JATA ITPON3BOACTBA 21.01.2026

DATE OF MANUFACTURE

I'OJEH 10: 01.01.2028

EXPIRY DATE:

OBBEM INIOJIYYEHHOMU NMPOAYKIIUN 150.055 ThIC YIIAK

(YIIAKOBKH):
FINAL QUANTITY (UNITS):

PET’HCTPAIIMOHHOE YIOCTOBEPEHMUE:
MARKETING AUTHORIZATION No:

JITT-Ne(004522)-(PT-RU)

HANUMEHOBAHMUE U AJIPEC JEPKATEJISA
PETUCTPAIIMOHHOI'O YJOCTOBEPEHUA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AO "AKPUXMH" 142450, MockoBckast 0011., T.0. boropoackui, .
Crapas Kynasna, yi. Kuposa, 1. 29

HAMMEHOBAHME U AIPEC ITPOU3BOJACTBA
TOTOBOW JEKAPCTBEHHOMN ®OPMBI
NAME AND ADDRESS PRODUCTION OF DOSAGE FORM

AO "AKPUXUH" [Poccust] Mockosckast 061, T.0. Boroponckuit, r.Crapas
Kynasna, yn.Kuposa, 1.29, ctp. 4

JHUIEH3UA Ne J1012-00102-77/00006444

LICENCE

CEPTU®UKAT Ne GMP/EAEU/RU/01250-2024

CERTIFICATE

HAUMEHOBAHUE U AJIPEC IIPOU3BOACTBA AO "AKPUXUH" [Poccust] MockoBckas 0011, T.0. boropozckuii, r.Crapas
HNEPBUYHOM YIIAKOBKHA Kynasua, yn.Kuposa, 1.29, ctp. 4

NAME AND ADDRESS OF PRIMARY PACKAGING
PRODUCTION

JIUIEH3USA Ne JI012-00102-77/00006444

LICENCE

CEPTUDUKAT Ne GMP/EAEU/RU/01250-2024

CERTIFICATE

HAMMEHOBAHMUME U AJIPEC TIPOU3BO/JICTBA AO "AKPUXHH" [Poccusi] Mockogckas 06i1., T.0. Boropoackui, r.Crapas
BTOPUYHOMU YIIAKOBKH Kynagna, yn.Kuposa, 1.29, ctp. 4

NAME AND ADDRESS OF SECONDARY PACKAGING
PRODUCTION

JULEH3US

LICENCE

CEPTU®UKAT

CERTIFICATE

Ne J1012-00102-77/00006444

Ne GMP/EAEU/RU/01250-2024

HAVMMEHOBAHME M AJIPEC ITIPOU3BOIUTEJIS
(BBIITY CKAIOIIAN KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

JIMLIEH3UST

LICENCE

CEPTU®UKAT

CERTIFICATE

AO "AKPUXUH" [Poccusi] MockoBckas 0611, T.0. Boroponckuii, r.Crapas
Kynasna, yn.Kuposa, 1.29, ctp. 3

Ne JI012-00102-77/00006444

Ne GMP/EAEU/RU/01249-2024

Jlvet 1 n3 2




AO «KAKPUXHWH» SOP001790
JSC «AKRIKHIN»
NH®OPMAIIMSA Ob UCITIOJIb3YEMbIX A®C/HH-BAJIK ITPOAYKIIUNA

API/ IN-BULK PRODUCTION USED IN PRODUCTION/:
KOJ HAMMEHOBAHHUE HOMEP CEPUN IMMPOU3BOJAUTEJIb CTPAHA ITPOU3BOJUTEJISL
AD®C/UH-BAJIK ADPC/UH- AD®C/HNH-BAJIK ADC/ HH-BAJIK ADPC/ HH-BAJIK
NPOAYKIINU: BAJIK NPOAYKIIUU: NPOAYKIHNU: MPOAYKINU: NPOAYKIINU:
API/ IN-BULK API/ IN-BULK NAME: API/IN-BULK API/IN-BULK API/ IN-BULK
CODE: NUMBER BATCH | MANUFACTURER: MANUFACTURER COUNTRY::
SPLR-5548-280 OMEIIPA30JI PPY499 PELL TECH HEALTH India

IIEJIJIETHI CARE PVT. LTD.

JanHas cepusi OblIa NpPOM3BeNeHA, BKJIOYAs YNAKOBKY M KOHTPOJIb Ka4yecTBa, HA BbIIIEYKA3aHHOI MPOW3BOJCTBEHHOI
IUIOIIA/IKE B MOJTHOM COOTBEeTCTBMU ¢ TpeboBanusasMu cGMP nes1eBoro ppiHka U perucTpaliuOHHOMH JOKyMeHTalUeil.

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.

IIpou3BoACTBO cepuy, YIAKOBKA M AHAIN3bI ObLIM IPOBEPEHBI M NIPU3HAHBI COOTBeTCTBYIOIMMHU cGMP.

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

KauyectBo npoaykra coorBercTByeT TpedoBanusam JIII-Ne(004522)-(PT'-RU)-251124 n noaTBep:kAeHO cepTH(HHUKATOM AHAIN3A
AT Ne 520 15719 ot 10.02.26.
The quality of the product conforms to the Specification, confirmed by certificate of analysis.

HacTtosimuM noaTBep:K1al0, YTO BbIllleyKa3aHHAsl cepusi pa3pelleHa K peaju3aluu.

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

JokyMeHT noanucaH 3J1eKTPOHHBIM cIOCO00M U JAeiicTBUTE/IeH 0e3 cCOOCTBEHHOPYYHOM MOAMUCH.
This document was signed electronically and is valid without handwritten signature.

Ynoanomodennoe juuo nakosa O.C. IIpuxa3z Ne 431 ot 30.04.2021

Qp

Jara BeIITycKa:
Jara pacneyarku:

Name

11.02.2026 12:53:07

11.02.2026

Order

Jlnet 2 n3 2




