/ /7/ 6 )
AO «<AKPUXHH» SOP001790
JSC «AKRIKHIN»
PA3SPEIIEHUE HA PEAJIU3AIIHIO Ne 4197-2021
(CERTIFICATE OF COMPLIANCE)
HAUMEHOBAHUE NPOAYKUHH I'lT: KATIOTEH TABJETKH 25 MI" N40
FINAL PRODUCT NAME:
MEAJIYHAPOAHOE HEITATEHTOBAIIHOE Kantonpun
HAVIMEITOBAIIHE,
INTERNATIONAL NON-PROPRIETARY NAME:
HOMEP CEPHUH: 1191221
BATCH No:
KOJ NPOJAYKTA I'll: CPTP-1400-000
FINAL PRODUCT CODE:
YINAKOBKA: 10 wT. - yNakoBKH AUeHKOBbIC KOHTYPHBIE (4) - Mayky KapTOHHBIE
ENVELOPE:
I'OJEH J10: 01.12.2026
EXPIRY DATLE:
OBBLEM ITOJIYUEHHON NMPOJIYKIUH 59.615 ThIC YITAK
(YITAKOBKH):
FINAL QUANTITY (UNITS):
PETHCTPAUHOHHOE YIOCTOBEPEHHE: IT Ne013055/01
MARKETING AUTHORIZATION No:
HAUMEHOBAHHME U AIPEC JEPKATEJIA AQ "AKPUXHH" RU, 142450, Mockosckas o6n., r. Crapas
PETUCTPAUUMOHHOI'O YAOCTOBEPEHHA: Kynaena, yn. Kupoea 29
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:
HAHMEHOBAHHE H AQPEC MPOH3BOIHTEJA AQ "AKPHXHH" [Poccua] Mockogckas 061., HOrHHCKni p-H,
(BLINNYCKAIOUINIT KOHTPOJIb KAYECTBA): r.Crapas Kynasua, yn.Kuposa, 1.29
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):
WH®OPMALIMS Ob HCTTOJIL3YEMBIX A®C/MH-BAJK IPOAYKLIUH
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:
KO ADC/MHI-BAJTK HANTMEHOBAHHE ADOC/ITH- MPOW3BOIUTEL ADC/ CTPAHA TIPOU3BOJNTEISA
IMPOJIYKIHIH: BAJIK ITPOJIYKILHIT: HH-BAJIK MTPOIYKIIHH: AOC/ HH-BAJIK ITPOAYKUHH:
API/ IN-BULK CODE; API/ IN-BULK NAME: API/IN-BULK MANUFACTURER: API/ IN-BULK MANUFACTURER
COUNTRY:
SCPH-5513-280 KATTTOITPHII Farmhispania SA Spain

JlanHas cepus Oblia MpPOM3BEIeHA, BKIIOYAR YNAKOBKY H KOHTPO/b Ka4ecTBa, HA BLIMEYKA3AHHOW MPOM3BOACTBEHHOI
ouIadKe B OTHOM COOTRETCTBHH ¢ TpeGoBaHHAMH ¢cGMP ueeBoro peIHKa W PerHcTPaUHOHHOR J0KyMeHTalHei.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
¢GMP requirements of the intended market and with the Marketing Authorisation.

TIpon3B0ACTBO CEPHH, YNAKOBKA H AHAM3EI HBLIH NPOBEPEHEI H MPH3HAHLI COOTBETCTBYIOMHMHA cGMP.

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

KauecTBO NPOAYKTa cooTBeTCTBYeT TpeGosannam [T N013055/01-071207, Wam. Ne1.2.3.4.5. 6.7, 8.9.10

The quality of the product conforms to the Specification

HacTosIuM NOATBEPKAAI0, YTO BLILIEYKAIAHHAS CEPHR Pa3pelieHa K PeaTH3aliu
[ hereby certify that the above mentioned batch is released to the market.

Yio/HOMOMEHHOE 1L : I'pauesa E.M. Tlpukas Ne 431 o1 30.04.2021  [laTa: 28 AEK 2021
Qp Name Order Date

Jara BbInycka: 28.12.2021 16:10:38

JlaTa pacneuaTku: 28.12.2021 16:29:42

Pacneuaran: JL.T. JleonTbeBa

Nuer 1 us 1




£y aKpuxuH

" P 3860110 0 T [aTa Buinycka: 2021-12-27
[ara pacne4artku: 2021-12-27
LLEHTP KOHTPONA KAYECTBA CTpaHuua: 1/5
AQ « AKPUXWH»
Ceprudukar aHanusa Al Ne: 525 727

NpoaykT: KAMOTEH TABINETKW 25 MI" N40
MHaeke: CPTP-1400-000 CpoK roAHOCTU: 2026-12-01
Ne cepuu: 1191221
Obbem cepuu: 59.615 TbIC ¥TAK [larta npoussoacrea:  2021-12-13

Jata aHanu3sa:

2021-12-20

Pe3ynbTaTbl UCMbITAHWIA

HaumeHoBaHue NokasaTtens

TpeboBaHWA HOPMETUBHOM AOKYMEHTALUM

Pe3ynbTaThl UCMbITAHUIA

Onucarnve Tabnetku ot 6enoro go 6enoro c TabneTtku Bbenoro ¢
KpemMoBaTbiM OTTEHKOM LBeTa C KpemMoBaTbIM OTTEHKOM
X@pakTepHbIM 3aNaxoM, KBaapaTHble C uBeTa ¢ XxapakTepHbiM
OKpYTSIEHHbIMW KpasiMuy, ABOAKOBLINYKNbIE C | 3anaxoM, KBaAPaTHbIE C
KpecToo6pa3Hoi Hace4Kol Ha OAHO OKpYrneHHbIMU KpasmMu,
cTopoHe. [lonycKaeTcA nerkas [BOAKOBbLINYKNble C
"MpamMopHocTL" KpecToobpasHoi HaceuKon

Ha OHOW CTOpOHEe
MoAnUHHOCTL Bpema yaepxuBaHA OCHOBHOMO NUKa Ha Bpemsa yaepxuBaHua

XpoMaTorpaMmme McnbiTyeMoro pacreopa,
nony4eHHou Npu KoNUYecTBEHHOM
onpeaeneHnn, AoMKHO COOTBETCTBOBATh
BpEMEHW yaAepKMBaHUA OCHOBHOTO MWKa Ha
XpoMarorpaMme pacTeopa CTaHAapTHOro
obpa3suya kanTonpuna

OCHOBHOIO NWKa Ha
XpomMmarorpamme
UCNbITYyeMoro pacTeopa,
nony4eHHon rnpu
KONMYeCTBEHHOM
onpepeneHiu,
COOTBETCTBYET BpEMEHHU
YAEPKNBaHWA OCHOBHOIMO
nvka Ha xpomaTorpaMme
pacTeopa cTaH4apTHOro
obpasua KanTonpuna

KanTonpuna aucynbtus,

He Bonee 2,5 %

0.1 %

PacTteopeHue 1

Craaus | He meHee 80 % (Q) kanTonpuna 3a
20 MUH

100 %

PacTeopeHue 2

Crtagus |l He meHee Q = 80 % kanTonpuna
3a 20 MKH

He npuMeHUMo




£) aKpuxuH

Fioti 3860TRICA 0 /AR [ata BbiNycKa: 2021-12-27
[ata pacnevaTku. 2021-12-27
LLEHTP KOHTPONIA KAYECTBA Crpanuua: 2/5
AD «AKPUXWUH»
Ceptudukar aHanuza AlM Ne: 525 727

MpoayKT: KAMOTEH TABMNETKW 25 MI" N40
MUHAEBKC: CPTP-1400-000 Cpok rogHocTy: 2026-12-01
Ne cepuu: 1191221

Pe3ynbTaThl UCMbITAHWIA

HaumeHOoBaHue noxkasaTensa

TpebopaHWA HOPMATUBHOH AOKYMEHTaLMM

PesyAbTaThl UCNbITAHWHA

PacTeopeHue 3

Ctaaws lll He meree Q = 80 % kanTonpuna
3a 20 MWH

He npyumeHuMO

OpHopoAHOCTE
nosmposaHua 1 [%]

AV 10 eguHmu € L1; rae L1=15,0 %

28 %

OaHOpOAHOCTL
n03npoBaHus 2 [%]

AV10 eavru > L1, To AV 30 eavHnu < L1 m
BCe 3HadeHus Xi yA0BNETBOPAIOT
HepaseHCTBY |M-xi|<0,01-L2-M; rae L1=15,0
%, L2=25,0 %

He npumeHUMo

MoTeps B Macce Npu He 6onee 5,0 % 22%
BbICYLUMBAHWN
OfbLlwee YNCNo as3pobHbIX He 6onee 103 KOEB 1T CooTBeTCTBYEeT
MUKpoopraHuamos [r} TpeboBaHnaM
O6Liee uicno apoxokesbix | He Gonee 1072 KOEs1r CooTBeTCTBYyeT
W nnecHeBbIx rprbos [r] TpeboBaHUAM
Escherichiacolis 1T OTtcytcTBUe B 1T OTcyTCcTBMKE
KonuyecTtseHHOE CogepxaHue kantonpuna - ot 0,0231 rno 0.0251r
onpepenexHwne 0.0269 r, CYATas Ha CPEAHIO MaCcCy OAHOM

Tabnetku
Ynakoska Mo 10 nnn 14 TabneTok B KOHTYPHYHO Mo 10 TabneTtok B

AYEAKOBYID YNAKOBKY U3 NIEHKW
NONWBUHIIXNOPUAHOR W thonerv
anNtOMUHUEBONA. 4 KOHTYPHbIE AHEAKoBbIE
ynakoeku No 10 Tabnetok wnw 2 unu 4
KOHTYPHbIE AYEKoBbIE YNakoskw no 14
TabneTok BMeCTe C UHCTPYKLIMEN No
NPUMEHEHWIO NOMELLAIOT B NaYKy U3
KapToHa

KOHTYPHOI A4EAKOBO
YNaKoBKe W3 NNeHKN
NONVBUHUNXNOPULHOM K
chonbr anoMMHMeBson. 4
KOHTYPHbIE A4EAKOBbIE
ynakosku no 10 TabneTok
BMECTE C UHCTPYKUMe no
NpUMeHEHWIO NoMeLLeHbl B
nayky W3 kapToHa




LY aKkpuxuH

TCw 3060TTCH O U0 Jata Bbinycka: 2021-12-27
[arta pacnedyaTku: 2021-12-27
LLEHTP KOHTPOA KAYECTBA CtpaHuua: 3/5

AO «AKPUXUH»

Ceptudurar avanusa AlC No: 525 727

MNpogyKkT: KANOTEH TABNETKIA 25 MI™ N40
UHaekc: CPTP-1400-000 CpoK roarocTu: 2026-12-01
Ne cepuu: 1191221

Pe3ynbTaTbl UCNbITAaHUIA

HaumeHoBaKuWe Noka3atens TpebosaHWUA HOPMATUBHOW LOKYMEHTaLMK PeaynbTaThl UCMbITaHUHA
MapkupoBka 1 NepeuyHan ynakoska (KOHTypHasA avenkosas | MNepeuyHan ynakoBka
yNaKkoBka). Ha KOHTYPHOW A4EAKOBOM (KOHTYpHaA AYenkosBan
YNaKoBKe YKa3bIBalOT TOProBoe ynakoska). Ha KoHTypHOW
HauMeHOoBaHue npenapaTa Ha PyCCkoM 1 AYENKOBOWN YMNaKoBKe
aHrNMIACKOM A3blkax, MexayHapoaHoe yKa3saHbl TOprosoe
HenaTeHTOBaHHOE HAUMEHOBAHWE Ha HauMeHoBaHWe npenapaTta
DPYCCKOM W aHIMWACKOM A3biKax, Ha PYCCKOM W aHIMUACKOM
NeKapcTBEeHHYO (hopMy M A03UPOBKY Ha A3blkax, MeXAyHapoaHoe
PYCCKOM W aHTTIMACKOM A3blkax, HoMep HenaTeHToBaHHOE
cepuun, CPOK roAHOCTH HauMeHoBaHWe Ha
PYCCKOM 1 aHINIACKOM
A3biKax, NekapcTBeHHas
thopma u fo3npoBKa Ha
PYCCKOM W @HIACKOM
A3blKax, HOMep cepuin,
CPOK rOAHOCTK




£) aKpuxuH

flican B4B0TATCR 0 flopR [ata sninycka: 2021-12-27
[Oata pacneyartxu: 2021-12-27
LLEHTP KOHTPONA KAYECTBA Crpanuua: 4/5
AO «AKPUXUH»
Ceptudmkar aHanmsa Al Ne: 525 727

MNpoaykT: KANOTEH TABNETKW 25 MI" N40
UHAaeke: CPTP-1400-000 CpoK rogHocTu: 2026-12-01
Ne cepuu: 1191221

Pe3ynbTaTbl UCNbLITAHMIA

HaumeHOBaHWe NokasaTens

TpeboBaHWUA HOPMATUBHON LOKYMEHTALIMM

Pe3ynbTaThl MCNbITAHWIA

MapkupoBka 2

BTopryHasa ynakoeka (kapToHHaa navka). Ha
nayke ykasbiBaoT
npeanpuaTUe-npon3BoAnTenNb, ero
ToBapHbLIA 3HaK, aapec, TenedoH U dakc,
TOProBoe HauMeHoBaHME npenapaTta Ha
PYCCKOM W aHIMUACKOM A3bIKaXx,
MEeXyHapoAHOE HENaTEHTOBaHHOe
HaWMEHOBaHWUE Ha PYCCKOM W aHrMAACKOM
A3bIKax, NeKapCTBEeHHYH hopMy 1
JAO3MPOBKY Ha PYCCKOM U @HIMIMACKOM
A3bIKax, Konu4ecTBo TabneTok B OAHOW
YNaKOBKE Ha PYCCKOM W aHIMWACKOM A3bIKax,
Ha3BaHWe 1 coflepxaHne AeWCTBYHLWEro
BellecTBa B ofHoN TabneTke B
MUMAUrPaMMaX Ha PYCCKOM W aHFNTMIACKOM
A3blKax, yCNOBWA XPaHeHus, ycnosmna
oTnycka, "na npuema BHyTpb", "XpaHuTL B
HeJocTynHoM AnAa Aeten mecte”, "MNpenapat
COAEPXWUT NAKTO3bl MOHOrMApaT",
perucTpaunoHHbIA HOMEP, HOMEP CepuK,
Cpok rogHocTwy, "lNNepen npuMeHeHNneM
03HAKOMUTBLCS C MHCTPYKLMER" U LWTPUXOBONA
koA. JononHuTensHo MoryT BbiTe HaHeCeHb!
CcpeacTea naeHTUKaLmn

BTopuiHana ynakoBka
(kapToHHas nauka). Ha
nadke ykasaHbi
npeanpuATUE-NPOU3BOLUT
enb, ero ToBapHbIN 3HakK,
aapec, Tenedon n dakc,
TOproBoe HaMMeHoBaHne
npenapara Ha pycckoM 1
aHIMUACKOM A3bIKaXx,
MexXyHapoaHoe
HenaTeHTOBaHHoOe
HavMeHOoBaHWe Ha
PYCCKOM W @HrIMACKOM
A3blKaXx, NekapcTBeHHasn
thopMa 1 A03MpoBKa Ha
PYCCKOM ¥ @HFNIMACKOM
A3bIKaX, KONUYECTBO
TabneTok B 0AHON
YNaKoBKe Ha PYCCKOM K
AHFMUACKOM A3bIKaX,
Ha3BaHwe n coaepxaHue
LEeACTBYIOLLErO BELWECTBA
B 04HOW TabneTke B
MUNIUrpaMMax Ha
PYCCKOM W @HINIMACKOM
A3bIKax, yCnoBuA
XpaHeHuA, yCnosua
oTnycka, "AnAa npuemMa
BHYTpb", "XpaHuTb B
HeAOCTYNHOM ANnA AeTel
mecte", "Mpenapart
COLEPXUT NakTo3bl
MoHornapat”,
PErucTpauMoHHbIA HOMEP,
HOMEpP Cepun, CpokK




LY aKPUXUH

il e saksmE o A [ata Bbinycxa: 2021-12-27
[aTa pacnedarku: 2021-12-27

LLEHTP KOHTPOA KAYECTBA CrpaHuua: 5/5

AO «AKPUXUH»

Ceprudukar aHanusa Al Ne: 525 727

NpoayKT: KAMNOTEH TABMNETKIA 25 MI™ N40

Uraexc: CPTP-1400-000 CpoK rofHoCTH: 2026-12-01

Ne cepuu: 1191221

Pe3ynbTaTthl UCMbITAHWNA

HavmeHoBaHWe NnoKkasaTtens

TpeboBaH1A HOPMAaTUBHOW AOKYMEHTaUUM

PeayﬂbTaTbIMCHbﬁaHMﬁ

rogHocTuy, “MNepea
NpUMeHeHneMm
03HaKOMUTLCA C
WUHCTPpYKUMER" 1
LUTPUXOBOW KOA.
[LlONOMHUTENBHO HAHeCEeHb!
CpPeAcTBa WABHTU(VKaUKUK

XpaHeHue

B cyxoM MecTe, npy TEMNepaType He Bbille
Z5 =g

B cyxom mecTe, npu
TemnepaTtype He Bollle 25
L =

CpoK rogHoCTH

5 net

5 ner

WUcnbitaHus seinoaHersl no: 1 N013055/01-071207, Mam. Ne 1,2, 3,4,5,6,7,8,9,10
Homep PY (Per. ya.): M Ne013055/01

Per. ya. ot: 05.07.2017

3aknoveHuWe: cooteeTcTByeT TpeGoBanuam M N013055/01-071207, Msm. N2 1,2, 3,4,5,6,7,8,9, 10
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