AO «AKPHXHH» SOPG01790
JSC « AKRIKHIN»

PA3PEIIEHUE HA PEAJIM3ATIUIO Ne 2307-2021
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHUE NPOAYKIHH I'TTE: KATTOTEH TABJIETKH 25 MI'N40
FINAL PRODUCT NAME:
MEATIYHAPOTHOE HEHATEHTOBAHHOE Kanronpun

HAITMEHOBAHIE:
INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUI: S60721

BATCH No:

KO MPOAYKTA I'lL: CPTP-1400-000

FINAL PRODUCT CODE:

YINAKOBKA: 10 wT. - VIAKOBKH A1efiKOBBIC KOHTYpHEIE (4) - Maukit KapToHHbIE
ENVELOPE:

T'O/IEH [10: 01.07.2026

EXPIRY DATE:

OBBEM MOJYHYEHHOH TPOJAYKIHH 60.062 ThIC YITAK

(YIIAKOBKH):

FINAL QUANTITY (UNITS):

PETHCTPAIITHOHHOE YJ1OCTOBEPEHHE: [T NeO13055/01

MARKETING AUTHORIZATION No:

HAHMEHOBAHHWE W AJIPEC JIEPKATEJIH AO "AKPUXUH" RU, 142450, Mockosekas oba., r. Crapas
PEICTPALHHOHHOIO Y/IOCTOBEPEHHA: Kynasua, ya. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

HAHMEHOBAHHE H AJIPEC TPOU3BOJAHTE.TA AQ "AKPUXHH" [Poccns] Mockosekan 06:1., HorsHeknii p-H,
(BLIMYCKAIOIWHI KOHTPOJIL KAYECTBA): r.Crapas Kynasua, yn.Kuposa, 1.29

NAME AND ADDRESS OF MANUFACTURER (RELEASE

QUALITY CONTROL):

HHOOPMALHS OB HCITOIL3YEMbBIX AOC/HH-BAJIK IIPOAYKUHH
AP/ IN-BULK PRODUCTION USED IN PRODUCTION/:

KO/ ADC/HH-BAIK HAIIMEHOBAHIE ADC/HH- IMTPOINBO,THTE Th AdDC/ CTPAHA HTPOIBBOTHTEISA

HPO,IVKILHIH: BAJIK TTPOIVKIHH: HH-BAJIR 1TPOIYKITHIT: ADC/ HH-BAJIK HPO,IYKILUHI:

API/IN-BULK CODE: AP IN-BULK NAME: APIIN-BULK MANUFACTURER: APl IN-BULK MANUFACTURER
COUNTRY":

SCPH-5513-280 KAITTOIPUII Farmhispania SA Spain

Jlannas cepus ObIIA NPOMIBEACHA, BRAKYAH YIIAKOBKY W KOHTPOIb KAYECTBA, HA BLIMIEYKAIAHHON TIPOIIBOACTBEHHOI
104K B MO.THOM COOTBETCTBIH ¢ TpeGoBanusvi cGMP 1eaeBoro puiuka i perucTPAUNoONHOi JoORYMeHTaUeil,

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.

TIPOHIBOACTBO COPHH, YIAKOBKA i AHATHILI OLITH NPOBEPEHRI H NPHIHANEL cOOTBETCTRY WM cGMP,

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

Ka4ecTso NpoAyKTa cooTReTcTBYeT Tpedosanuam [1 N013055/01-071207, Mam, No 1,2, 3, 4. 5,6, 7, 8.9.10

The quality of the product conforms to the Specification

HacToSIINM NMOATBEPAAAID, YTO BHIMIEYKAIAHHAN CePHA PaIpeliena K& peann3auni
1 hereby certify that the above mentioned batcls is released to the market.

YnoaumoMoueHHoE L0 /- [ Ulnakosa 0.C. Ipukas Ne 431 o1 30.04.2021  [lara: 21 07 0n
Qp Name Order Date

Jara seimycra: 19.07.2021 16:14:28

Iata pacnevaTku: 21.07.2021 14:04:04

Pacneuaran: B./1. Cagsna

Nuer 1 ua 1




€Y aKpuxuH

Moy 3s6aTTCR 1 Mgty [aTa BbinycKa: 2021-07-19
[ara pacneyarku: 2021-07-19

LEEHTP KOHTPONA KAYECTBA CtpaHuua: 1/5

AO «AKPHUXMH»

CepruduKkar aHanu3a Al Ne: 525 635

MNpoaykT: KANOTEH TABNETKW 25 MI" N40

UHpeKe: CPTP-1400-000 CpoK rOAHOCTH! 2026-07-01

Ne cepun: 560721

OBvem cepuu: 60.062 TbIC YMAK [lata npon3BoACTBa: 2021-07-05

[aTa aHanw3a: 2021-07-13

PeayneTaThl MCNbITaHWM

HaumeHoBaHWe NoKasaTens Tpebosanun Hopma*manoﬁ LOKYMEHTaLUK PesaynweTaThl UCTbITAHKA

Onvcanve TabneTku oT Benoro Ao benoro ¢ TabneTku 6enoro C
erMOBaThIM OTTeHKOM UBeTa C KPEMOBaTbIM OTTEHKOM
XapaKTepHbiM 3anaxoMm, KBaapaTHble C uBeTa ¢ xapakrepHbiM
OKpYrNeHHbIMU KpaAMU, [ABOAKOBbLINYKNbIE € | 3aNaxoM, ksagpaTHble C
KkpecToobpa3Hon HaceuKkow Ha OfHOW oKpyrneHHLIMU KpaaMu,
cropoHe. [lonyckaeTcs nerkas [ABOAKOBbINYKNble C
"MpamMOpHOCTL" kpecTooGpa3Hon Hace4Kow

Ha OfiHOW cTopoHe

MNoaNWHHOCTL BpeMs YAEpXWBaHUA OCHOBHOM nuKa Ha BpeMms yaepxvBaHua
xpoma‘rorpaMMe UCNbITYEMOro pacTeopa. OCHOBHOTO NWKa Ha
nony4YeHHOM NPy KONYeCTBEHHOM XpoMaTorpamme
onpeaeneHun, A0MKHO COOTBETCTBOBATL UcnelTyemoro pacTeopa,
BpeMeHV yAepXUBaHNA OCHOBHOTO nuKa Ha | nony4YeHHOW Npw
xpoMaTtorpamMme pacteopa cTaH4apTHOro KONU4YeCTBEeHHOM
ofpasua kantonpuna onpegenexuu,

COOTBETCTBYET BPEMEHW
yAEePKUBAHWUA OCHOBHOTO
nWKa Ha xpomarorpaMme
pacTeopa CTaHAapTHOrO
obpasua Kkantonpuna

Kantonpwuna avcynbhua He 6onee 2,5 % 0.4 %
PacTsopenve 1 Cranua | He meree 80 % (Q) kanTonpuna 3a 100 %

20 MWH
PacTeopeHnve 2 Craaus || He menee Q = 80 % kanTonpuna He NpyMeHUMO

3a 20 MuH




€Y aKpuUXUH

Thsa 3560mIEn & Mo [ata sbinycKa: 2021-07-19
[lata pacnevarku: 2021-07-19
LEEHTP KOHTPO/A KAYECTBA CrpaHuua: 2/5
AO «AKPUXWUH»
Ceptuduxkar ananusza Al Ne: 525 635

NpoaykT: KANOTEH TABNETKU 25 M N40
MHAaexc: CPTP-1400-000 CpoOK rofiHoCTH! 2026-07-01
Ne cepum: 560721

Pe3ynbTaThl UCMbITAHWI

HanmeHoBaHWe NoKa3saTenA

Tpe6oBaHMA HOPMATUBHON AOKYMEHTaLUK

PesynbTaThi MCNbITAHWHA

PacTBopeHue 3

Cragus |l He meHee Q = 80 % kanTtonpuna
3a 20 MyH

He npuMexHuMo

OaHOPOAHOCTL
nosvpoeanuna 1 [%]

AV 10 eguHuy, < L1:rae L1=15.0 %

4.6 %

OpaHopoAHOCTL
n03vpoBaHua 2 [%)]

AV10 eauHny > L1, To AV 30 eaunbny s L1 w
BCe 3HayeHuA Xi y40BNeTBOPSAIOT
HepaBeHcTBy |M-xi|<0,01-L2:M; rae L1=15,0
%, L2=25,0 %

He npuMeHuMo

MoTepsa B Macce npu He 6onee 5,0 % 27 %
BbICYLIMBAHWN
ObLwee Yucno a3pobHbix He 6onee 1023 KOEB 1T CooteertcTayer
MWKPOOPraHuamos [r] TpeboBaHWAM
O6wwee yvicno apoxokeebix | He 6onee 1072 KOEB 1 CootBeTcrayeTr
" nnecHeBbIX rpUBoB [r] TpeboBaHUAM
EscherichiacoliB 11 Orcytcteme B 11 OTcyTcTaue
KonuvecreeHHoe CopepxaHuve kanTonpwna - ot 0,0231 r ao 0.0240r
onpepenexve 0,0269 r, cunTan Ha CpefHIo Maccy OaHOW

TabneTtkn
YnakoBka Mo 10 unu 14 TabneTok B KOHTYPHYIO Mo 10 Tabnetok B

AYENKOBYH YNaKOBKY W3 MNeHKW
NOMMBUHUNXNOPNAHOM K1 honbri
anioMUHUEBOR. 4 KOHTYPHbIe AYEKoBble
ynakosku no 10 TabneTok Unu 2 unu 4
KOHTYPHbIe AYerKoBbIe yNnakoskK No 14
TabneTok BMECTe C MHCTPYKUWew no
NPUMEHEHWIO NOMELLaIoT B NadKy w3
KapToHa

KOHTYPHOW AYENKOBOW
ynaKoBKe W3 NNeHkn
MONMBUHWUNXNIOPULHON U
donbri anoMMH1neBsow, 4
KOHTYpHbBIe AYEKoBbIe
ynakoeku no 10 Tabnetox
BMECTE C MHCTPYKUMEN No
NMpYMeHeHWIo NOMeLLEHb! B
nayky M3 KapToHa




€Y aKpuUxuH

o 3sbamTeR - Mogs [ata Bbinycka: 2021-07-19
[ara pacneuariu: 2021-07-19
UEHTP KOHTPO/1A KAYECTBA CrpaHuua: 3/58

AO «AKPUXWUH»
Ceptudukar ananusa AlC Ne: 525 635

MpoaykT: KAMNOTEH TABJIETKW 25 MI™ N40
UHgexc: CPTP-1400-000 Cpok rogHocTH: 2026-07-01
Ne cepuu: 560721

PesynbTaThl UCNbITaHWA

HaumeHoBaHMe NnoKasaTena Tpe6osaHWA HOPMaTUBHOM AOKYMEHTaUUK Pe3ynbTaTbl MCMbITAHWUIA
MapkupoBka 1 MepBudHaA ynakoBKa (KOHTYpHas avenkosas | MNepeuyHas ynakoBkKa
ynakoska). Ha KoHTYpHOW AYeikoBon (koHTYpHaRA AvelikoBan
yNaKkoBKe yKa3blBaloT TOprosoe YNaKoBKa). Ha KOHTYPHO
HavMeHOoBaHWe npenaparta Ha PYCCKOM W AYEiKOBOM ynaKoBKe
AHINIUACKOM A3bIKAX, MeXAYHapPoAHOe yKasaHbl Toprosoe
HenaTeHToBaHHOE HauMeHOoBaHWe Ha HavMeHoBaHWe npenapara
PYCCKOM ¥ @aHFNMACKOM A3bIKAX, Ha PYCCKOM W aHIIMIACKOM
neKkapcTBeHHY0 hopMy W JO3MPOBKY Ha A3blKax, MexayHapoaHoe
PYCCKOM W aHFMUACKOM A3blKax, HOMep HenaTeHToBaHHOE
Cepuin, CpOK roqHOCTH HavnMeHoBaHue Ha
PYCCKOM W aHITIMIACKOM
A3blKax, NeKapcTBeHHaR
cbopma 1 403MpOBKa Ha
PYCCKOM U BHTTIUIACKOM
A3blKax, HOMep cepuu,
CPOK rogHoCcTH




€Y aKpUXUH

Mo 3a60mTea o Magm [ara sbinycKa: 2021-07-19
[Oara pacnevarku: 2021-07-19
LIEHTP KOHTPONIA KAMECTBA CTpaHuua: 4/5
AO «AKPUXWUH»
Ceprudukar aHanusa Al Ne: 525 635

MpoaykrT: KAMNOTEH TABNETKW 25 MI" N40
UHpekc: CPTP-1400-000 Cpok rogHocTH: 2026-07-01
Ne cepuu: 560721

Pe3ynbTaTbl UCNbITaHUM

HaumeHoBaHue nokasatena

TpeboBaHWA HOPMATUBHOW AOKYMEHTAL MM

Pe3yneTaTel MCNbITAHWMA

MapkupoBka 2

BTopuuHas ynaxkoBka (kapToHHas nayka). Ha

| MayKe yKa3blBakoT

npeanpuATUe-NPOU3BOAUTEND, €ro
ToBapHbIA 3HakK, aapec. TenedoH 1 dakc,
TOpProBoe HanMeHoBaHWe npenapata Ha
PYCCKOM W @HFNWACKOM A3bIKaX,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHWe Ha PYCCKOM W aHFNUACKOM
A3blKax, NekapcTBeHRyto dopMy 1
[O3UPOBKY Ha PYCCKOM W aHINMNIACKOM
A3biKax, KONMYecTBo TabneTok B O4HOW
YNaKoBKe Ha PYCCKOM ¥ aHIMWIACKOM A3bIKaXx,
Ha3BaHWe WU CopepKaHue neicTBYoLLero
Beujecrsa B ogHow TabneTke B
MUNAUrPaMMax Ha pYCCKOM W aHrNUACKOM
A3bIKax, YCNOBWUA XpaHeHWA, YCnoBus
oTnycka, "[ina npuema BHyTpb", "XpaHuTb B
HeQOCTYNHOM Ans AeTen mecte", "Mpenapar
COABPXUT NaKTO3bl MOHOrUApaT",

perucTpau oHHbIi HOMep, HOMEp cepuu,
CpoOK rogHocTw, "MNepen npUMeHeHneMm
03HaKOMWTBLCA C MHCTPYKUMER" 1 WTPUXOBON
kof. [oNoNHUTENBLHO MOMYT BblTh HaHeCeHb!
cpeacTBa naeHTUPUKaum

BropuyHan ynakoBka
(kapToHHaA nayka). Ha
navke ykasaHbt
npeanpuATUe-NpoOU3IBoANT
enb, ero TOBapPHBLIA 3HaK,
afpec, TenedoH u cakc,
Toprogoe HavMeHoBaHue
npenaparta Ha PyCCKOM K
aHIMWACKOM A3bIKaX,
MexayHapoaHoe
HenaTeHToBaHHoe
HauMeHoBaHWe Ha
PYCCKOM 1 aHFUACKOM
A3biKax, NeKapcTBeHHaRA
cbopMa 1 AO3npOoBKa Ha
PYCCKOM W @HINUACKOM
A3biKax, KONUYECTBO
TabneTok B onHOW
YNaKoBKe Ha PYCCKOM W
AHINUACKOM A3bIKax,
Ha3sBaHue 1 cogepxaHue
AedicTByloWlero BewecTsa
B 0aHOW TabneTtke B
MUNNUrpaMMax Ha
PYCCKOM W aHIMUACKOM
A3bIKax, YCNoBuA
XpaHeHwWn, ycnosua
oTnycka, "ina npuema
BHYTpb", "XpaHuTb B
HeAOCTYNHOM ANA AeTeil
mecte", "Mpenapar
COAEepXXUT NaKTo3bl
MoHoruapat”,
perucTpaunoHHbil HoMep,
HOMep cepuu, CpPoK




€Y aKpuxuH

ik JOOTRICA & Ty [Lara suinycka: 2021-07-19
[ara pacneuarku: 2021-07-19
LEEHTP KOHTPONA KAYECTBA CTpaHuua: 5/5
AO «AKPUXUH»
Ceptudurar ananusa Al Ne: 525 635

NpoaykT: KANOTEH TABNETKW 25 MI" N40
UHpeKe: CPTP-1400-000 CpoK roaHoCTH: 2026-07-01
Ne cepuu: 560721

Pe3ynbTaTbl UCNbITaHWUM

HaumeHoBaHuWe nokasartena

TpeboBaHMA HOPMaTUBHOM LOKYMEHTAUWUM

PeaynbTaTol UCMbITAHUA

rogHocTw, "Mepeg
npUMeHeHueM
O3HaKOMWUTLCA C
UHCTPYKUMER" n
WTPUXOBOW KOA,
[lonoNHUTENBHO HaHeceHb!
cpeacTBa UAeHTUhUKauMK

XpaHeHue

B cyxom mecTe, Npu TeMnepaType He Bblille
25 &g

B cyxom MecTe, npu
TeMnepaTtype He Bbille 25
°C

CpoK roaHoCTH

S ner

S ner

UcnbiTanua soinonHerbl no: M NO13055/01-071207, Mam. Ne 1,2, 3,4,5. 6,7, 8,9, 10
Homep PY (Per. ya.): I NeQ13055/01

Per. ya. or: 05.07.2017

3aknouenwve: cooteetcTByeT Tpebosakuam N NO13055/01-071207, Mam. Ne 1,2, 3, 4,5,6,7, 8,9, 10

MNposepun

HavanbHuk NKKMM YepHoix 1.0,

Uenrp
KOHTpong
Kasecran

Pykasofutens
HTPa KOHTPONA Kayecrea

bunumonosa W.B.

19 F.




