AO «<AKPHUXUH» SOP001790
JSC « AKRIKHIN»

PABPEINIEHUE HA PEAJTU3ALIUIO Ne 1776-2021
(CERTIFICATE OF COMPLIANCE)

HAWUMEHOBAHME IIPOAYKIIHH I'T: KATIOTEH TABJIETKH 25 MI" N56
FINAL PRODUCT NAME:

MEXIYHAPO/HOE HEITATEHTOBAHHOE Kanronpun

HAMMEHOBAHHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUH: 470521

BATCH No:

KOINPOIAYKTATII: CPTP-1500-000

FINAL PRODUCT CODE:

TI'OJAEH 10: 01.05.2026

EXPIRY DATE:

OBBEM NNOJIYYEHHOH MPOJYKIUH 42.908 TBIC VIIAK
(YIIAKOBKH):

FINAL QUANTITY (UNITS):

PEITMCTPAIIMOHHOE YJOCTOBEPEHHE: TT Ne013055/01

MARKETING AUTHORIZATION No:

HAUMEHOBAHHME U ATIPEC JEPKATEJIA AO "AKPHXHH" RU, 142450, Mockosckas 06n., r. Crapan
PETHCTPAIIHMOHHOI'O YJIOCTOBEPEHHUS: Kynasna, yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHME H AJIPEC TIPOU3BOJIUTEJIA AO "AKPUXHH" [Poccha] Mockosckas o6n., Horuneknii p-n,
(BBINYCKAIOIIUH KOHTPOIb KAYECTBA): r.Crapas Kynasua, yn.Kupoea, 1.29
NAME AND ADDRESS OF MANUFACTURER (RELEASE

QUALITY CONTROL):

HH®OPMAUUA OB UCNIOJB3YEMBIX A®C/MH-BAJIK DPOIYKIIUH
API/IN-BULK PRODUCTION USED IN PRODUCTION/;

KO/ ADC/MH-FAJIK HAMMEHOBAHHE A®C/HH- IMPOU3BOJUTEJIL A®C/ CTPAHA ITPOM3BOIUTEJISA

MPOAYKIIUNA: BAJIK MPOJIYKIIHH: HWH-BAJIK IMPOITYKIIWH: A®C/ TH-BAJIK ITPOTYKITUH:

API/ IN-BULK CODE: APT/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:

SCPH-5513-280 KAITTOITPUIT Farmhispania SA Spain

Jlannas cepusi Gbina NpOM3BedeHA, BKUIIOHAS YNMAKOBKY H KOHTPOJIL KAa4eCTBa, HA BbINIEYKA3AHHON NPOH3BOXCTBEHHO
MJIoIIaAKE B MOJHOM COOTBETCTBHH ¢ TpeGoBanuamu cGMP weseBoro psiHKa W perdcTPaunOHHON 10KYMeHTaLHei,

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.

IIponssoacTBo cepHu, yNakoBKa W AHATH3LE GLLTH MPOBEPEHB! U MPH3HAHLI cooTReTcTBYIOHUMU ¢cGMP,

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

Kawectso npoayxra coorsercrayer TpeSoanusv I1 N013055/01-071207, Mam. Ne 1.2, 3.4,5.6.7.8.9.10

The quality of the product conforms to the Specification

Hacrosimum noATBep a0, YTO BLINEYKA3AHHAS CEPHA pa3pellena K peain3auum
[ hereby certify that the above mentioned batch is released to the market.

YrnoaHoMo4eHHOE JTHLO __/ Z i Fpavesa E.M. Ilpukas Ne 99 o1 07.03.2018 [ara: 03 HioH 1011

Qe Name Order Date
Hara BbImycka: 03.06.2021 13:55:53

Iata pacrieyatku: 03.06.2021 14:05:50

Pacneuaran: JLT. leontbena

Nuet 1 us 1




€Y akpPUXUH

Piosin sukaraten o R Hara sbinycka; 2021-05-31
[ara pacneyaruu: 2021-05-31
UEHTP KOHTPONA KAYECTBA Crpanuua: 175
AO «AKPUXIMH»
Ceptudurar aHanusza Al Ne: 525 624

Mpoayr: KANOTEH TABNETKWM 25 MI" N56
Mrgeke: CPTP-1500-000 Cpok rogHocTyH: 2026-05-01
Ne cepun: 470521
Obvem cepuu: 42.908 ThIC ¥NAK HAata npousaoacrsa:  2021-05-13

Jara aHanuaa:

2021-05-24

PesynbraTel McnbiTanuii

HaumeHoBaHWe nokasaTens

TpeboBanua HopmaTUBHON AOKYMEHTaLMM

PesynbTath! ucnbitanmis

OnucaHue

Tabnertkw ot 6enoro go Henoro ¢
KPEMOBETLIM OTTEHKOM L{BETA C
XapaxkTepHbIM 3anaxom, KBagpaTHble C
OKPYTNEHHbIMI KpAAMU, ABORKOBBINYKILIE ¢
¥pecToobpazHon HaceyKol Ha ogHOR
CcTopoHe. JoryckaeTcs Nerkas
"MpaMopHocTs"

TabneTtku Henoro ¢
KPEMOBATBIM OTTEHKOM
UBeTa C XapaKTepHbIm
3anaxoMm, KBagpaTHele ¢
OKPYTNEHHBLIMU Kpasmu,
ABOAKOBLINYKIbIE C
KPeCTOO6pa3HoOW HaceuKoi
Ha O4HOW cTopoHe

MNoanuHkocTe

Bpems yaepxusanua ocHOBHOMD NuKa Ha
XpoMaTtorpamMme UCNbITYeMOro pacreopa.
NOMYYeHHOW NPU KONUYECTEEHHOM
onpegeneHuit, A0NKHO COOTBETCTBOBATL
BPEeMEHIW YAePXWBaHWA OCHOBHOIO NUKa Ha
XpomaTtorpamme pacreopa CTaHRapTHOro
obpasuya kantonpuna

Bpems yaepwusanna
OCHOBHOrO NKa Ha
XpomaTorpamme
MCNLITyeMoro pacreopa,
NONYyYEHHOW Npu
KONNHYeCTBEHHOM
onpegenexHuu,
COOTBETCTBYET BPeMeHU
YAEPKUBAHMA OCHOBHOMO
nuKa Ha xpomaTorpamme
pacTBopa cTaHZapTHoro
obpasua xantonpuna

Kantonpuna aucynschug

He 6onee 2,5 %

03 %

Pacreopenue 1

Cranua |. He meHee 80 % (Q) kanTonpuna
3a 20 MuH

98 %

PacreopeHue 2

Crapua ll. He menee Q = 80 % Kantonpuna
3a 20 MuH

He npumerumo




EY aKpuxuH

s eommren © Mags fara seinycxa: 2021-05-31
HAara pacnevarku: 2021-05-31
LEHTP KOHTPONA KAYECTBA CipaHuua: 2/5
AO «AKPUXUH»
Ceptudmrar ananusa AT Ne: 525 624

NpoayxT: KATMOTEH TABMETKW 25 Ml NS6
WHaexc: CPTP-1500-000 CpoOK ropHOCTH! 2026-05-01
Ne cepuu; 470521

Pesynerathl UcnblTaHui

HaumenosaHue noxasaTena

TpeBosaHua HopMmaTHBHON QOKYMEHTALMM

PesynsTartsl HCRBITAHKUI

Pacreopenue 3

Cranus lll. He meHee Q = 80 % KanTonpuna
3a 20 MuH

He npumenumo

OpHopeaHocTL
Ao3vposanua 1 [%)]

AV 10 eavHiy < L1:rge L1=15.0 %

5.0 %

OpHopeaHocTh
Lo3vposanua 2 [%]

AV10 egurmy > L1, To AV 30 eanHmnu < L1 wn
BCe 3HaveHua Xi yaoBneTBOpRaT
HepaseHcTBY [M-xi|$0,01-L2-M; rae L1=15,0
%, L2=25,0 %

He npumerumo

MoTeps B tacce npu He 6onee 5,0 % 2.5 %
BbiCYLUMBAH KN
Obuee yncno aspabHeix He Gonee 103 KOEB 11 CcoTeerctayer
MUKpoopranuamas [r) TpeBoBaHmaM
Obulee yneno apoxokessix | He Bonee 1072 KOE B 7 r CooTBeTcTBYST
W NAecHeBbIX rpubos [r] TpebosaHnsamMm
Escherichiacolis 1r OtcyTcTBre B8 11 OtcyTcTeme
KonuuecrsenHoe Conepxanue kanronpuna - or 0,0231 r Jile] 0.0238r
onpeneneHue 0,0269 r, cuuran Ha cpeaHiow Maccy ofHol

TabnerTku
Ynakoska Mo 10 unu 14 Tabnetok B KOHTYDHYIO Mo 14 Tabnetok s

AHENKOBYH YNAKOBKY U3 MIEHKMU
NONVBUHUNXNIOPUAHON U hoNbM
ANOMUHKEBOW. 4 KOHTYPHbIE RYEHKOBbLIE
ynakosku no 10 tabnerok unu 2 unu 4
KOHTYPHBIE AYEIKOBbLIE YNaKoBKY No 14
TabrneTok BMecTe ¢ UHCTpYKUME no
NPUMEHEHWIO NOMELLAIOT B Naqky w3
KapToMa

KOHTYPHOW AYERKOBO
YNaKoBKe U3 NNEeHKN
NOMUBUHUNXNOPUAHON U
hONbrk anNiMUHUeBON. 4
KOHTYPHbIE AYeNKOBbIe
ynakoeku no 14 tabnerox
BMECTE C MHCTPYKUMER nMo
NpUMEHEHWIO NOMELLEHb! B
NadYky U3 kapToHa




Y AKPUXUH

R 2etatmsen ¢ Mo Aata sbinycka: 2021-05-31
Hata pacneqarku: 2021-05-31
LIEHTP KOHTPONA KAYECTBA CTpaHuua; 3/5

AO «AKPUXMH»
Ceptnudukar anannsa Al Ne: 525 624

Npoaykr: KANOTEH TABNETKW 25 MI" N56
WMHAeKe: CPTP-1500-000 Cpok rogHocTH: 2026-05-01
Ne cepuu: 470521

Pe3ynbTaThl MCNBITAHWN

HaumeHosaHue nokaaatens TpebosaHUR HOPMETUBHOM AOKYMEHTa LMK PesynbTatsi MenbTaHui
Mapxuposka 1 MepsudHan ynakoska (KOHTYpHAaR RYeiKoBas MepsuyHas ynakoska
YNaKoska). Ha KOHTYPHOR AYEiKOBOM (koHTYpHaR AYelikoBan
YNakoBKe YKasbiBaloT Toprosoe YraKoBKa). Ha KOHTYpPHOR
HalmMeHoBaHWe npenapaTa Ha PYCCKOM U AYEMKOBOW ynaKkoBKe
HIMUACKOM R3biKaX, MeXAYHapoaHoe yKasanbl TOprogoe
HEeNAaTeHTOBaHHOE HAUMEHOBaHWe Ha HauMeHOoBaHWe npenaparTa
PYCCKOM 1 HIMWIACKOM A3bIKaX, Ha PYCCKOM W aHIMUWACKOM
nleKkapcTBeHHyo hopMy U A03UPOBKY Ha A3blKax, MeXAyHapoaHoe
PYCCKOM U 2HINUACKOM A3bIKaX, Homep HEnaTeHToBaHHOe
CepUK, CPOK MOAHOCTH HavMeHoBaHue Ha
PYCCKOM K aHrNUACKoM
A3bIKAX, NeKaPCTBEHHAaRA
dopma u gosmposka Ha
PYCCKOM W aHMMWUHACKOM
A3bIKaX, HOMep cepuu,
CPOK rogHocTn




€Y aKpUXUH

N sobammes o Nans AaTa BbINycKa: 2021-05-31
[ara pacnevarxu: 2021-05-31
UEHTP KOHTPONA KAYECTBA Crpanuua: 4/5
AQ «AKPUXUH»
Ceprudmrar ananusza Al' Ne: 525 624

NpoaykT: KAMNOTEH TABNETKWM 25 MIT NS6
WHaekc: CPTP-1500-000 Cpok roaHocTH: 2026-05-01
Ne cepuu; 470521

PeaynbTaTtel McnbiTaHuit

HauvmerosaHue nokasatens

Tpebosanua HOpMaTUBHOMW AOKYMEHTa LUK

PesynbTaTel uenbiTaHmit

MapkupoBka 2

BropuuHas ynakoska (kapToHHan nauxa). Ha
navke ykassiBawoT
NpeaAnpUATHe-NPoOU3BOANTE b, ero
TOBapHbIA 3HaK. agpec. Tenedor 1 dakc,
TOProBo& HauMeHoBaHWe Npenapara Ha
PYCCKOM W aHIMKMACKOM A3bIKAX,
MeXOyHapoaHOe HenaTeHToBaHHoe
HAUMEHOBaHWE Ha PYCCKOM ¥ aHMTUACKOM
A3bIKAX, NNEKAPCTBEHHYO ChOpMY ¢
RO3MPOBKY HA PYCCKOM W @HIMTMACKOM
A3blKaAX, KONWMYECTBO Tabnerox B8 oaHOM
YNAKOBKe Ha PYCCKOM W aHIMUACKOM A3bIKaX,
HasBaHWe 1 coaepKaHue ferdcTByoWero
BelecTsa B 0AHOW TabneTke B
MUNAUTPaMMax Ha PYCCKOM W HFNWACKOM
A3bIKAX, YCIOBUA XPaHEHNA, YCNOBUA
otnycxa, "fina npuema BHyTpe", "XpaHuTs B
HEeloCTYNHOM ANA AeTeit MecTe”, "Mpenapat
COABPMUT NaKTO3b! MOHOrUAPAET",
PerucTpaLMOHHLIA HoMep, HoMep cepuu,
CpoK regHocTy, "Mepen npuMeHeHnem
O3HaKOMUTECR C MHCTPYKUWER" U LWTPUXOBOA
XoA. fononHuTenbHO MOMYT BhiTh HaHeCeHbI
CpencTsa uaeHTUUKaL MK

BTopuuHas ynakoeka
(kapToHHaa nauka). Ha
nayke yKasaHb!
NPeanpUATUE-NPOUIBCAUT
eflb, 8ro TOBAPHbIFA 3HaK,
aapec, TenedoH u takc,
TOProBoe HauMeHoBaHue
NPenapara Ha PYCCKOM K
SHIMWACKOM A3bIKax,
MeXayHapoaHoe
HenaTeHTOBaHHOe
HaMeHoBaHue Ha
PYCCKOM U aHIMUACKOM
A3blKax, nekapcreeHHan
thopma 1 J031POBKa Ha
PYCCKOM W aHMMUACKOM
A3bIKaxX, KONUYECTBO
TabneTok B ooHOW
YNaKoBKe Ha PYCCKOM M
HFMWACKOM A3bIKax,
HasBaHve u cogepxanue
AelCTBYIOLLEro BewecTea
B ogHol Tabnetke B
MUnnUrpamMmax Ha
PYCCKOM W aHrnuiickom
A3bIKaX, yCnoeua
XPAaHeHWR, YCNoBKA
oTnycka, "Ona npruema
BHYTpb", "XpaHuTb B
HEOOCTYNHOM ANA AeTen
Mecre", "Mpenapar
COABPXUT NaKTOo3bI
MoHormapat”,
perncTpaumoRrHelli Homep,
HOMep cepuu, Cpok




£ akpuxun_

Lata sbinycxa: 2021-05-31
Hara pacneyarku: 2021-05-31
LEHTP KOHTPONA KAYECTBA CrpaHwmua: 575
AO «AKPUXWH»
Ceptudurar ananusa AlC No: 525 624

NpogykT: KANIOTEH TABMNETKM 25 MIT N56
Unpeuc: CPTP-1500-000 Cpox rogHocTu: 2026-05-01
Ne cepuu; 470521

Pe3ynbTaThl MCNbITaHWH

HaumeHoBaHMe nokaszaTeny TpeBosaHua HOPMETHBHOM AOKYMEHTALMM PesyneTatel UenbiTanui

rogHocty, "Mepeg
npuMeHeHvem
O3Ha2KOMUTLCA ¢
MHCTPYKLMeR" u
WTPWUXOBOW KoL,
AononHuTensHo HaHeceHb!
cpencTsa uaeHTUdMKaL K

XpaHeHue

B cyxom mecTe. npv TeMnepaType He Bbiwe
25 °C

B cyxom mecTe, npu
TeMmneparType He Bbille 25
*C

Cpek regHocTi

5 net

5 ner

WUenbitaHua soinosHeHs no: [ NO13055/01-071207, WNam, Ne 1.,2.3, 4,5, 86, 7, 8,9, 10

Homep PY (Per. ya.):
Per. ya. omr 05.07.2017

M Ne013055/01

3aKNYeHUE: COOTBETCTBYeT ToeboraHuAM [ N013055/01-071207, Mam. Ne 1,2, 3, 4,5,6,7,8,9,10

KaSecrna

Mposepun vpu_i:.: < ror——
Havansuuk KK Yeprsix 1.0, -
tenrp

KGHTpONA PYKOBOLUTEND

BHTPA KOHTPONA KA4ecTBa




